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Title  42— Public  Health 

CHAPTER  1— PUBLIC  HEALTH  SERVICE. 
DEPARTMENT  OF  HEALTH,  EDUCA¬ 
TION,  AND  WELFARE 

HEALTH  PLANNING 

Ci^pital  Expenditure  Review,  Certificate  of 
Need,  and  Review  of  New  Institutional 
Health  Services 

On  March  19,  1976,  a  Notice  of  Pro¬ 
posed  Rxilemaking  was  published  In  the 
Federal  Register  «41  FR  11688)  propos¬ 
ing  to  amend  Title  42,  Code  of  Federal 
Regulations,  as  follows: 

1.  To  add  to  Part  122  thereof  a  new 
Subpart  D,  entitled  "Procedures  and 
Criteida  for  Review  of  New  Institutional 
Health  Services”, 

2.  To  add  to  Subchapter  K  thereof  a 
new  Part  123,  entitled  "State  Health 
Planning  and  Development  Agencies”, 
and  to  add  to  such  new  Part  123  the  fol¬ 
lowing  new  subpaits:  Subimrt  A,  entitled 
“Definitions”;  Subpart  B,  entitled  “Des¬ 
ignation  of  State  Health  Planning  and 
Development  Agencies”:  Subpart  C,  en¬ 
titled  “Grants  to  State  Health  Planning 
and  Development  Agencies”;  Subpart  D, 
entitled  “Statewide  Health  Coordinating 
Councils” :  and  Subpart  E,  entitled  “Cer¬ 
tificate  of  Need  and  Review  of  New  In¬ 
stitutional  Health  Services.” 

3.  To  revise  Part  100  thereof,  entitled 
“Limitation  on  Federal  Participation  for 
Capital  Expenditures”. 

The  regulations  imder  items  1  and  2 
above  were  proposed  as  part  of  the  Sec¬ 
retary’s  implementation  of  Title  XV  of 
the  Public  Health  Service  Act  (“the 
Act”) ,  added  by  Pub.  L.  93-641.  The  revi¬ 
sion  of  Part  100  is  in  part  made  neces- 
.«?ary  by  Pub.  L.  93-641,  and  in  part  re¬ 
sults  from  the  Secretary’s  experience  in 
carrying  out  his  responsibilities  under 
section  1122  cf  the  Social  Security  Act. 

Interested  pe?’sons  were  afforded  the 
OMJOrtunity  to  participate  in  the  rule- 
making  process  by  submitting  written 
comments  concerning  the  proposed  reg¬ 
ulations  no  later  than  May  3,  1976.  More 
than  3,000  comments  w’ere  received  dur¬ 
ing  the  comment  period. 

Because  of  the  large  number  of  com¬ 
ments,  and  the  complex  issues  raised 
therein,  an  extended  period  was  needed 
to  analyze  the  comments  and  revise  all 
of  the  projwsed  regulations  accordingly. 
The  SecretaiT  determined,  however,  for 
the  reasons  set  forth  in  the  Federal  Reg¬ 
ister  of  June  3,  1976,  <41  FR  22524). 
that  it  w'as  neither  necessai-y  nor  wise 
to  delay  the  implementation  of  Title  XV 
as  it  related  to  the  designation  and  fund¬ 
ing  of  State  Health  Planning  and  De- 
veloEsnent  Agencies  (hereinafter  “State 
Agencies”)  until  such  time  as  the  com¬ 
ments  received  in  response  to  the  notice 
of  proposed  rulemaking  of  March  19, 
1976,  could  be  analyzed.  Therefore,  on 
June  3,  1976,  tiie  Secretary  issued  in¬ 
terim  regulations  which  constituted  the 
bare  minimum  necessary  under  the  stat¬ 
ute  to  enable  the  Secretary  to  go  for¬ 
ward  with  the  designation  and  fimding 
of  the  State  Agencies.  Only  Subparts  A, 
B,  C  and  D  of  Part  123  were  made  effec¬ 
tive  in  this  manner. 


The  Department’s  analysis  of  the 
commits  made  pursuant  to  the  pro¬ 
posed  rulemaking  cm  March  19,  1976, 
continues  with  respect  to  SulH>arts  A, 
B.  C,  and  D  of  Part  123  and  Part  100, 
although  It  has  been  completed  with 
respect  to  Subpart  E  of  Part  123  and 
Sulniart  D  of  Part  122.  A  summary  of 
the  comments  and  recommendations, 
and  the  Secretary’s  conclusions  in  light 
of  them,  as  well  as  a  description  of  other 
changes  made  in  these  two  subpaiis 
which  result  from  further  Departmen¬ 
tal  consideration,  are  set  forth  below 
A  few  comments  were  received  ex¬ 
pressing  general  dissatisfaction  wuth 
Pub.  L.  93-641,  w’hich  added  Titles  XV 
and  XVI  to  the  Public  Health  Service 
Act  (hereinafter,  the  Act)  or  with  the 
!:roposed  regulations;  the  comment ers, 
however,  w'ere  not  specific  in  their  op¬ 
position.  The  Secretary  notes  that  re¬ 
peal  or  amendment  of  anj’  Federal  stat¬ 
ute  is  a  matter  for  the  Congress  to 
consider.  The  Secretary  has  the  re^on- 
sibility  to  cany  out  the  Act  and  cannot 
change  or  delete  any  of  the  requirements 
therein. 

Because  of  the  similarity  in  the  con¬ 
tent  and  structure  of  Subpart  D,  Part 
122,  and  Subpart  E,  Part  123,  many  in¬ 
dividual  comments  addressed  points  in¬ 
cluded  in  both  subparts  or  raised  ques¬ 
tions  regarding  aspects  of  one  subpart 
which  affected  aspects  of  the  other  sub¬ 
part.,  Therefoi’e,  this  Preamble  is  orga¬ 
nized  to  reflect  this  situation .  A  Table  of 
Contents  is  set  forth  below  to  facilitate 
the  reader’s  miderstanding  of  this  or¬ 
ganization.  The  Table  should  alert  the 
reader  to  look  for  information  on  sub¬ 
sections  in  more  than  one  location  under 
the  appropriate  main  subpart  heading. 
Also,  commenters  did  not  address  every 
section  or  subsection  of  the  proposed 
regulations:  therefore,  not  every  num¬ 
bered  section  of  the  regulations  will  be 
found  in  the  Pi-camble’s  Table  of  Con¬ 
tents. 

Organized  T.ablf.  oe  Contents  to  Pbeambi.e 

Comments  of  a  General  Nature 
Comments  on  Specific  Portlon.s  of  the  Reg¬ 
ulations. 

I  122.301  and  §  123.401  Definitions 
§  122.303  and  S123.403  General. 

§  122.304  .and  §  123.404  New  Instituiional 
health  ^rvices  subject  to  review 
$  123.405  Enforcement. 

§  122.303  and  §  123.406  Adoption  and  public 
notice  of  review  procedures  and  criteria 
by  health  systcirw  agenol&s  and  State 
.■vgencles. 

I  122.305  Adoption  and  public  notice  by 
health  systems  agencies. 

5  123.406  Adoption  and  public  notice  by 
State  Agencies. 

§  122.306  Procedures  for  health  systems 
agency  review;  general  comments. 

§  123.407  Procedures  f<»  State  Agency  re¬ 
view;  general  comments. 

{  122.306(a)  and  I  123.407(a)  Procedures  for 
health  systems  agency  and  State  Agency 
review;  general  comments. 

I  123.407(a)  Procedures  for  State  Agency  re¬ 
view;  delegation  of  functions, 
i  122.306(a)  (1)  and  1 123.407(a)<l)  Notifi¬ 
cation  of  the  beginning  of  a  review  by 
health  systems  agencies  and  State  Agen¬ 
cies. 
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I  122.306(a)(1)  Notification  of  the  hegimmig 
of  a  review  by  health  systems  agencies  and 
State  Agencies. 

i  122,306(a)  (2)  and  S  123.407  (a)  <2)  Health 
systems  agency  and  State  Agency  sched¬ 
ules  for  reviews. 

i  122.407(a)  (2)  State  Agency  schedules  for 
reviews. 

S  122.306(a)  (2)  (1)  Health  system.s  agency 
schedules  for  reviews. 

{  122.306(a)(3)  and  §  123.407(a)(3)  Submis¬ 
sion  of  information  by  persons  subject  to 
review  to  health  systems  agencies  and 
State  Agencies. 

I  122.306(a)  (3)  Submission  of  Information 
to  health  systems  agencies. 

§  123.407(a)  (3)  Submission  of  Information 
to  State  Agencies. 

S  122.306(a)(4)  and  §  123.407(a)(4)  Submis-  • 
Sion  of  periodic  reports  by  per.sons  sub¬ 
ject  to  review  to  health  systems  agencies 
and  State  Agencies. 

1  122.306(a)(5)  and  5  123.407(a)(5)  Provi¬ 
sion  for  written  findings  by  health  systems 
agencies  and  State  Agencies. 

5  122.306(a)  (5)  Provision  for  written  findings 
by  health  systems  agencies. 

5  122.306(a)(7)  and  5  123.407(a)(7)  Provi¬ 
sion  for  public  bearing  In  the  course  of 
agency  review  by  health  system.s  agencies 
and  State  Agencies. 

5  122.306(a)  (7)  Provision  for  public  hearing 
in  the  course  of  agency  review  by  health 
systems  agencies. 

5  122.407(a)  (7)  Provision  for  public  hearing 
in  the  course  of  agency  review  by  State 
Agencies. 

5  122.306(a)(8)  and  5  123.407(a)(8)  Provi¬ 
sion  for  public  hearing  for  review  of  health 
systems  agency  and  State  Agency  decisions 
5  122.306(a)  (8)  Provision  for  public  hearing 
for  review  of  health  systems  agency  decl- 
.sioiis. 

5  123.407(a)(8)  Provision  for  public  hearing 
for  review  of  State  Agency  decisions. 

5  123.407(a)  (9)  Appeal  of  State  Agency  de¬ 
cisions  requested  by  health  systems  agen¬ 
cies. 

I  123.407(a)(9)  and  (10)  Appeals  of  State 
Agency  decisions. 

5  123.407(a)  (10)  Appeal  of  State  Agency  de¬ 
cisions  requested  by  proponent. 

5  123.407(a)  (11)  State  Agency  decisions  In¬ 
consistent  with  health  systems  agency 
plans. 

5  123.407(a)  (12)  State  Agency  reports  of  re¬ 
views. 

5  122.306(a)(9)  Health  systems  agency  re¬ 
ports  of  reviews. 

§  122.306(a)  (10)  Public  access  to  health  sys¬ 
tems  agency  material. 

5  123.407  (s)  (13)  Public  access  to  State 
Agency  material. 

5  122.306(a)  (11)  and  5  123.407(a)  (14)  Let¬ 
ters  of  intent  for  construction  projects. 

5  122.306(b)  and  5  123.407(b)  Procedures  for 
different  types  of  reviews. 

IJ22.307  and  i  123.408  Exceptions  to  the  use 
of  procedures. 

5  122.307  Exceptions  to  the  use  of  procedures 
for  health  systems  agencies. 

5  122.308  and  5  123.409  Criteria  for  health 
systems  agency  and  State  Agency  reviews; 
general  comments. 

5  122.308(a)(1)  and  {  123.409(a)(1)  Rela¬ 
tionship  of  services  reviewed  to  plans 
I  122.308(a)  (2)  and  {  123.409(a)  (2)  Rela¬ 
tionship  of  services  reviewed  to  long  range 
development  plans. 

1  122.308(a)  (3)  and  5  123.409(a)  (3)  Need  for 
SUCll  80FVlC08> 

{  122.308(a)(4)  and  {  123.409(a)(4)  Avail¬ 
ability  of  alternatives. 

{  122.306(a)  (5)  and  {  123.409(a)  (5)  Finan¬ 
cial  feasibility. 

{122.308(a)(6)  and  1 12S.40g(a)  (6)  Rela¬ 
tionship  of  proposed  services  to  existing 
system. 
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1  122.308(a)(7)  and  |  123.409(8  X  7)  Avail¬ 
ability  of  resources. 

?  122.308(a)(8)  and  $  123.409(a)(8)  Relation¬ 
ship  of  proposed  services  to  ancillary 
services. 

5  1112.308(8X9)  and  §  123.409(a)  (^9)  Special 
needs  of  providers  serving  more  than  one 
health  service  area. 

n22.309(a)  (10)  and  §  123.409(aX10»  Spe¬ 
cial  needs  of  HMOs. 

:  I2-2.308(aXll)  and  §  123.409(ai  (11)  Spe¬ 
cial  needs  of  research  projects. 

§  122  308)a)  (12)  and  5  123.409(a*  (12)  Con- 
-tr action  projects. 

!!  122  303(a)  (12)  (i)  and  5  123.409(aX  12)  ( 1) 
Co'-ts  and  methods  of  proposed  construc¬ 
tion. 

§  122.308(b)  and  §  123.409(b)  Criteria  for 
different  types  of  reviews. 

§  122.309  and  §  123.410  Inpatient  facilities, 
required  findings;  general  comments. 

§  122.309(a)  and  §  123.410(a)  Alternatives  to 
inpatient  services. 

§  122.309(b)  and  §  123.410(b)  Alternatives  to 
new  construction. 

S  122.309(c)  and  §  123.410(c)  Problems  in 
obtaining  proposed  types  of  service. 

I  122.309(d)  amd  §  123.410(d)  Consistency 
with  other  State  plans  for  long  term  care. 

Comments  of  a  Gener.al  Nature 

One  commenter  questioned  both  the 
constitutionality  and  legality  of  the  vest¬ 
ing  of  “regulatory”  authority  in  a  non- 
govemm«ital  entity  such  as  a  private, 
nonprofit  health  systems  agency.  How¬ 
ever,  with  respect  to  the  review  of  new 
institutional  health  services,  each  HSA 
is  obliged  to  serve  in  an  advisory  capacity 
to  the  State  Agency  by  making  recom¬ 
mendations  to  it.  It  does  not  make  final 
decisions  of  a  regulatory  nature. 

Many  comments  were  received  with 
respect  to  the  scope  of  coverage  of  a 
State’s  certificate  of  need  program  (re¬ 
quired  by  sectiMi  1523(a)(4)(B)  of  the 
Act)  and  program  of  review  of  new  in¬ 
stitutional  health  services  (required  by 
section  1^3(a)(5)  of  the  Act).  Both 
programs  are  required  to  provide  for  the 
review  of  new  institutional  health  serv¬ 
ices,  which  are  defined  in  section  1531 
(5)  of  the  Act  as  the  health  services 
provided  in  or  through  health  care  facil¬ 
ities  or  HMOs.  The  principal  difference 
is  that  §  123.405,  Enforcement,  applies 
only  to  the  certificate  of  need  programs. 

One  commenter  felt  that  a  State 
Agency  could  not  perform  the  review  of 
new  institutional  health  services  as  re¬ 
quired  in  the  proposed  regulations  with¬ 
out  also  being  required  to  perform  func¬ 
tions  relating  to  t^e  establishment  of  the 
State  certificate  of  need  program.  Sev¬ 
eral  commenters  suggested  that  State 
Agency  review  of  new  institutional 
health  services  should  be  deleted  as  a 
mandated  function. 

It  is  anticipated  that  in  the  final  regu¬ 
lation  of  Part  123,  Subpart  B,  the  Sec¬ 
retary  will  require  that  the  State  Agency 
begin  its  review  of  new  institutional 
health  services  (section  1523(a)(5)  of 
the  Act)  during  the  period  of  conditional 
designation.  While  the  scope  of  this  Re¬ 
view  function  is  the  same  as  that  for  Ihe 
certificate  of  need  program  (section  1523 
(a)(4)(B)  of  the  Act),  this  function  is 
essmtially  a  planning  function,  not  re¬ 
quiring  any  sanction  v^ere  there  is  a 
finding  that  a  prwosed  new  institutional 


health  service  is  not  needed,  whereas  the 
certificate  of  need  function  is  essentially 
regulatory,  requiring  that  the  State  have 
sanctions  which  prevent  the  offering  or 
development  of  proposed  new  institu¬ 
tional  health  services  fourd  not  to  be 
needed.  Thus,  in  keeping  with  the  legis¬ 
lative  history  of  section  1523iait5».  it 
LS  anticipated  that  the  Secretary  will  re¬ 
quire  that  State  Agencies  assume  this 
function  as  soon  ss  possible. 

Tire  Secretary  does  not  intend,  how¬ 
ever.  that  the  States  be  required  to  seek 
State  statutory  authority  to  assume  this 
function.  The  Secretary  believes  that  the 
conduct  of  reviews  under  section  1523<a> 
(5) ,  as  a  planning  and  sanctionless  func¬ 
tion.  will  not  require  additional  State  leg¬ 
islative  authority.  The  Secretary  is  aware 
that  some  State  Agencies  will  not  have 
authority  to  enforce  a  requirement  that 
health  care  facilities  and  HMOs  submit 
their  proposed  new  institutional  health 
services  for  review:  accordingly,  the  Sec- 
retaiy  will  accept  as  adequate  perform¬ 
ance  of  this  function  a  State  program 
which  calls  for  the  filing  of  appropriate 
applications  and  which  enforces  such  a 
requirement  to  the  extent  that  it  may  do 
so  under  existing  statutory  and  adminis¬ 
trative  authority. 

The  Secretary  notes  that  in  many 
States,  reviews  within  the  sc(H)e  of  sec¬ 
tion  1523(a)(5)  are  already  being  per- 
fonned;  for  example,  reviewrs  under  sec¬ 
tion  1122  of  the  Social  Security  Act  and 
under  existing  certificate  of  need  pro¬ 
grams,  and  reviews  pursuant  to  Office  of 
Management  and  Budget  Circular  A-95. 
However,  if  the  procedures  used  in  con¬ 
ducting  these  review  programs  are  in¬ 
consistent  with  the  procedures  required 
by  §  123.407,  they  must,  to  the  extent 
that  the  reviews  are  to  fulfill  the  require¬ 
ments  of  section  1523(a)  (5),  be  modified 
so  as  to  be  consistent,  or  an  exception 
must  be  sought  and  received  from  the 
Secretary  under  §  123.408;  if  the  pro¬ 
cedures  used  in  conducting  these  reviews 
do  not  include  all  the  procedural  steps 
required  by  §  123.407,  then  either  the 
missing  steps  must  be  added,  or  equiva¬ 
lent  steps  added  and  an  exception  sought 
and  received  from  the  Secretary  under 
§  123.408. 

Several  commenters  expressed  the 
opinion  that  the  regulation  was  too  de¬ 
tailed  and  burdensome  for  an  HSA  to 
implement  without  detracting  substan¬ 
tially  from  its  required  planning  func¬ 
tion.  In  developing  this  regulation,  the 
Secretary  has  added  to  the  language 
found  in  the  statute^  only  in  tliose  cases 
where  clarification  was  found  to  be  nec¬ 
essary  or  where  substance  needed  to  be 
given  to  a  minimum  requirement.  The 
Secretary  has  taken  cognizance  of  the 
fact  that  the  planning  fimction  is  ini¬ 
tially  of  primary  importance  through  the 
development  of  sch^ules  for  the  gradual 
assumption  of  functions  which  empha¬ 
size  the  planning  fimction  early  in  this 
process.  The  functions  of  review  of  pro¬ 
posed  new  institutional  health  services 
are,  however,  important  functions  in  the 
health  planning  and  resources  develop¬ 
ment  process  and  cannot  be  delayed  in¬ 
definitely. 


A  comment  suggested  that  the  defini¬ 
tions  pertaining  to  Title  XV  should  be 
consolidated  in  (me  place.  This  may  hap¬ 
pen  at  a  later  time.  However,  since  the 
regulations  which  implement  Title  XV 
are  not  all  being  published  at  one  time, 
and  since  some  readers  may  have  interest 
only  in  a  particular  Part  or  Subpart  of 
the  regulations,  the  definitions  appear 
with  the  Fart  or  Subpart  where  they  are 
used  and  are  repeated  when  necessary  for 
ease  of  reference. 

Many  commenters  requested  a  clarifi¬ 
cation  of  the  roles  and  relationships  of 
the  HSA  and  State  Agency,  particularly 
with  respect  to  the  development  of  pro¬ 
cedures  and  criteria  for  the  conduct  of 
reviews  of  new  institutional  health  serv¬ 
ices  as  required  by  §  122.305,  §  122.306. 

?  123.407.  The  commenters  were  divided 
in  their  opinion  as  to  which  agency,  the 
HSA  or  State  Agency,  should  be  the  con¬ 
trolling  one.  The  roles  of  these  respective 
agencies  are  defined  by  the  functions 
which  they  are  required  by  the  statute  to 
perform.  In  the  case  of  the  review  of  new' 
institutional  health  services,  the  rela¬ 
tionship  is  also  a  consequence  of  func¬ 
tion;  the  HSA  is  to  recommend  (§  122.- 
302',  and  the  State  Agency  is  to  decide 
'5  123.402(a)(2)).  With  respect  to  the 
development  of  procedures  and  criteria, 
section  1532  of  the  Act  (and  §  122.305 
and  5  123.406  of  these  regulations)  di¬ 
rects  each  agency  separately  to  follow 
procedures  and  apply  criteria  developed 
and  published  by  that  agency.  The  Sec¬ 
retary  is  sympathetic  to  the  opinions  of 
those  commenters  who  have  urged  that 
the  development  process,  particularly 
with  respect  to  the  procedures  to  be 
used,  should  be  a  coordinated  one.  How¬ 
ever,  the  Secretary  has  chosen  not  to 
mandate  such  coordination  in  these 
regulations.  It  should  be  noted,  how¬ 
ever,  that  final  regulations  for  HSAs 
(at  §  122.107(c)  (14) )  provide  that  HSAs 
shall  make  recommendations  “in  accord¬ 
ance  with  procedural  requirements  de¬ 
veloped  by  the  State  Agency.” 

The  Secretary’s  support  of  efforts  at 
•coordination  between  HSAs  and  State 
Agencies  has  led  him  to  delete  from 
5  122.305(a)  and  §  123.406(a)  of  the  pro¬ 
posed  regulations  the  requirement  that 
these  agencies  adopt  procedures  and 
criteria  for  review  within  three  months 
of  designation.  The  regulation  now 
simply  requires  that  HSAs  and  State 
Agencies  adopt  such  procedures  and 
criteria  prior  to  the  time  they  begin  their 
review  of  new  institutional  health  serv¬ 
ices.  It  is  expected  that  this  flexibility 
will  be  used  by  HSAs  and  State  Agencies 
to  establish  the  necessary  coordinative 
arrangements. 

A  commenter  requested  that  language 
be  added  such  that  the  provision  of  public 
notice  and  use  by  an  HSA  of  review  pro¬ 
cedures  and  criteria  be  in  accordance  not 
only  writh  the  appropriate  sections  of  the 
regulation,  but  also  be  “In  accordance 
with  applicable  State  law  not  Inconsist¬ 
ent  with  this  subpart.  ”  This  addition  has 
not  been  made  since  HSAs  are,  in  any 
case,  bound  by  applicable  State  law 
which  is  not  inconsistent  with  Federal 
law  and  regulations. 
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A  few  comments  were  received  stating 
that  toe  amount  of  Federal  funds  wtoich 
HSA  will  receive  is  inadequate  to  perform 
these  (and  other)  functions.  The  Secre¬ 
tary  is  aware  that  tlie  level  of  funding  as 
.set  forth  In  the  Federal  Register,  Sep¬ 
tember  21,  1976  (41  FR  41089)  Is  short 
of  what  many  regard  as  desirable,  and 
the  Secretary  will  be  carefully  monitor¬ 
ing  the  ability  of  these  agencies  to  per¬ 
form  their  functions  adequately  within 
t  he  limitations  of  the  available  resources. 

Many  commenters  expressed  the  opin¬ 
ion  that  execution  of  toe  functions  re¬ 
quired  of  an  HSA,  particularly  with  re¬ 
spect  to  the  application  of  the  review 
criteria  found  at  g  122.308,  would  not 
be  possible  without  extensive  technical 
assistance  to  these  agencies.  The  Secre¬ 
tary  realizes  that  all  agencies  will  not 
begin  operations  at  toe  same  level  of 
expertise,  and,  therefore,  some  will  not 
be  able  to  perform  this  function  as  well 
or  with  the  same  thoroughness  as  oth¬ 
ers.  The  Secretary  is  required  by  section 
1533  of  the  Act  to  provide  agencies  with 
the  assistance  necessary  to  perform  their 
functions  properly,  and  Is  committed  to 
providing  this  assistance  in  a  timely  and 
useful  manner.  This  will  occur  both 
through  the  provision  of  materials  de¬ 
veloped  or  otherwise  made  available  by 
the  Secretary  and  through  the  funding 
of  the  centers  for  health  planning,  re¬ 
quired  by  section  1534  of  toe  Act;  in 
each  of  toe  Department’s  ten  regions. 
In  addition,  the  HSAs  have  expertise 
available  to  them  through  such  other 
mechanisms  as  surveying  the  published 
literature,  contracting  for  special  ex¬ 
pertise,  utilizing  the  experience  and 
training  of  members  of  their  govern¬ 
ing  bodies  and  other  persons  in  the  com- 
mimlty  who  may  volunteer  their  services 
to  the  HSA,  and  making  use  of  services 
available  through  the  National  Health 
Planning  Information  Center. 

Many  comments  were  received  re¬ 
questing  clarification  or  further  defini¬ 
tion  of  various  terms  and  expressions 
used  in  the  regulation.  It  is  important 
to  make  clear  that  where  terms  are 
used  either  in  these  regulations,  or  the 
related  regulations  regarding  HSAs  (42 
CFR  122)  they  can,  as  needed,  be 
given  further  definition  by  State  Agen¬ 
cies  and  HSAs.  These  explications  must, 
however,  be  consistent  with  the  statute 
and  Federal  regulation. 

Two  commenters  contended  that  the 
scope  of  coverage  of  new  institutional 
health  services  review,  §§  122.304  and 
123.404,  exceeded  statutoiy  authority. 
One  contended  that  the  definition  of 
’toealto  care  facility”  In  these  regulations 
is  required  to  be  identical  with  that  in 
toe  section  1122  regulation  as  it  was  at 
the  time  of  enactment  of  Pub.  L.  93-641 
and  the  other  contended  that  review  Is 
limited  to  only  those  cases  where  a  capi¬ 
tal  expenditure  is  proposed.  These  Inter¬ 
pretations  are  contrary  to  both  the  lan¬ 
guage  of  the  statute  and  toe  written 
record  of  Congressional  Intent.  Section 
1531(5)  of  the  Act  defines  the  term  in¬ 
stitutional  health  services  as 

Health  eervlces  provided  through  health 
care  facilities  and  health  maintenance  or¬ 


ganizations  (a.s  sucfl  facilities  aJtd  organi¬ 
zations  are  defined  in  regulations  prescribed 
under  section  1122  of  the  Social  Security 
Act)  and  Includes  the  entities  through  which 
such  services  are  provided 

If  the  Congress  had  intended  simply 
lo  adopt  the  definitions  of  the  terms 
contained  in  the  .section  1122  regulation 
in  effect  at  the  time  of  enactment,  it 
could  have  done  so  by  rei^eating  these 
definitions  verbatim,  rather  than  refer¬ 
ring  generally  to  the  definitions.  More¬ 
over,  toe  legislative  history  of  section 
1531(5)  indicates  the  Congressional  in¬ 
tent  that  the  definition  of  these  terms 
for  purposes  of  Title  XV  be  subject  to 
future  revisions  of  the  regulations  un¬ 
der  section  1122.  As  stated  in  the  Re¬ 
port  of  toe  House  Committee  on  Inter¬ 
state  and  Foreign  Commerce  on  this 
legislation 

The  committee  has  chosen  to  key  the  defi¬ 
nitions  of  “institutional  health  service”  to 
the  definition  In  regulations  of  facilities  and 
organizations  revlewable  under  section  1122 
of  the  Social  Security  Act  and  to  allow  a 
measure  of  flexibility  In  the  definition  of 
institutional  health  services. 

The  stated  Congressional  intent  is  to 
allow  flexibility  in  toe  definitions,  as  well 
as  to  assure  their  consistency.  The  Secre¬ 
tary  has  concluded  that  the  definition  of 
“health  care  facility”  in  §  100.102  of  the 
section  1122  regulations  may  be  amended 
and  that  this  amended  definition,  as  set 
forth  in  §  122.301<b)  and  §  123  4Ql(b),  is 
applicable  to  the  review  of  new  institu¬ 
tional  health  services.  Accordingly,  while 
a  full  analysis  of  comments  on  the  March 
19,  1976,  proposed  amendments  to  toe 
regulations  under  section  1122  (Part  100) 
has  not  been  completed,  the  Secretary 
hereby  amends  42  CFR  100.102(e),  toe 
definition  of  “health  care  facility.” 

With  respect  to  whether  the  review  of 
new  institutional  health  services  must  be 
limited  to  the  review  of  capital  expendi¬ 
tures  as  under  the  section  1122  program, 
it  is  pointed  out,  that  the  only  statutory 
link  to  the  section  1122  review  program  is 
through  toe  definitions  of  health  care 
facility  £uid  health  maintenance  organi¬ 
zation  (HMO).  The  term  “institutional 
health  services,”  as  defined  in  section 
1531(5)  of  the  Act,  Is  in  no  way  limited 
to  capital  expenditures. 

One  commenter  asked  for  clarification 
of  the  Secretary’s  positlwi  wito  respect 
to  a  State  charging  fees  for  the  process¬ 
ing  of  certificate  of  need  applications. 
The  commenter  argued  that  a  fee  would 
be  Inawropriate  since  Federal  funds  will 
be  use^  to  support  the  review  function. 
Nothing  in  these  regulations  prohibits 
the  charging  of  an  application  fee,  al¬ 
though  toe  Secretary  encourages  any 
State  which  chooses  to  do  so  to  set  toe 
amount  of  the  fee  at  a  level  which  will 
not  impede  market  entry.  However,  toe 
regidatlon  does  specifically  pretoibit  the 
imposition  of  fees  specifically  for  public 
hearings  during  the  course  of,  or  after, 
agency  reviews  (see  §  122.306(a)  (7)  and 
(8)  and  i  123.407(a)  (7)  and  (8) ) .  The 
Secretary  also  notes  that  revenues  or 
projected  revenues  fnxn  Such  applica¬ 
tion  fees  must  be  reported  to  him  by  toe 
State  Agency. 


A  few  commenters  questiemed  toe  re¬ 
quired  use,  as  set  forth  at  §  122.306(a) 
(1)  and  §  123.409(a)(1),  of  the  Health 
System  Plan  (HSP)  and  Annual  Imple¬ 
mentation  Plan  (AlP)  in  the  review  of 
new  instituticmal  health  services.  Some 
noted  that  there  may  not  exist  an  HSP 
and  an  AIP  at  the  time  the  review  of 
new  institutional  health  services  begins, 
and  two  commenters  claimed  that  it 
w'ould  be  Improper  to  conduct  these  re¬ 
views  in  the  absence  of  such  plans.  The 
Secretary  notes  that  section  1532  of  the 
statute  and  §  123.409  of  the  regulation 
.specify  that  the  relationship  of  a  pro¬ 
posed  new  institutional  health  service  to 
the  HSP  and  AIP  Is  only  one  of  several 
criteria  to  be  used  in  conducting  these 
reviews.  Although  it  would  be  inconsist¬ 
ent  with  toe  purpose  of  toe  statute  for  a 
State  to  permit  the  unrestricted  develop¬ 
ment  of  new  institutional  health  services 
within  that  State  pending  devel<^ment 
of  HSPs  or  AIPs,  plans  and  criteria  with 
respect  to  toe  need  for  health  services 
and  facilities  already  exist  in  many 
States  and  communities.  The  Secretary 
encourages  the  State  Agencies  and  HSAs 
for  this  purpose  to  adopt  as  appropriate, 
and  utilize  as  necessary,  the  plans  and 
criteria  of  their  predecessor  agencies,  l.e.. 
comprehensive  health  planning  agencies. 

Another  commenter  suggested  amend¬ 
ing  the  regulation  to  require  the  State 
Agency  to  develop  plans  and  criteria 
which  pertain  to  a  specific  health  service 
prior  to  undertaking  a  review'  of  a  pro¬ 
posal  to  provide  that  health  service.  The 
Secretary  points  out  that  the  existence  of 
specific  plans  and  criteria  for  each  type 
of  proposal  may  be  desirable,  but  may 
not  be  possible.  'The  Important  consider¬ 
ation  is  that  the  proponent  of  a  new 
health  service  should  have  access  in  ad¬ 
vance  to  the  standards  by  which  his 
proposed  health  service  will  be  judged, 
not  that  those  standards  be  so  specific 
as  to  apply  only  to  his  proposed  type  of 
health  service. 

One  commenter  requested  the  addi¬ 
tion  of  language  which  would  require 
that  State  Agency  procedures  and  cri¬ 
teria  123.407  and  §  123.409  re.spec- 
tively)  be  "In  conformance  with  State 
law  not  inconsistent  with  Federal  law.” 
The  commenter’s  reason  for  requesting 
this  addition  was  not  stated.  If  the  pur¬ 
pose  was  to  clarify  that  the  State  Agency 
is  bound  by  State  law,  the  addition  of 
such  language  to  toe  regulation  is  not 
necessary,  since  this  is  indisputably  toe 
case.  If,  however,  toe  purpose  of  the  pro¬ 
posed  language  is  to  nullify  those  re¬ 
quirements  of  the  Federal  regulation 
which  add  to  the  language  of  »^he  statute 
but  which  may  be  contrary  to  State  law  . 
toe  Secretary  notes  that  there  is  already 
in  toe  regulation,  at  §  123.408.  a  process 
for  the  State  to  request  exceptions  to 
toe  reqiiired  procedures  when  there  is 
sufficient  reason  to  do  so.  Incompatabil- 
Ity  of  toe  requirement  with  present  State 
law  may  be  a  reason  that  a  State  would 
wish  to  Initiate  the  process  set  forth  in 
§  123.408. 

One  ccxnmenter  suggested  requiring 
that  Professional  Standards  Review  Or¬ 
ganizations  (PSROs)  be  consulted  on  all 
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decisions  which  require  medical  judg¬ 
ment.  The  Secretary  is  not  requiring  that 
those  organizations  be  so  consulted,  since 
the  responsibility  for  making  the  deci¬ 
sion  with  respect  to  a  proposed  new  in¬ 
stitutional  health  service  rests  with  the 
State  Agency,  and  the  responsibility  for 
making  recommendations  to  the  State 
Agency  is  with  the  HSA.  The  utilization 
of  the  PSRO  for  advice  in  this  area  of 
expertise,  however,  is  a  proper  subject  for 
the  agreement  required  by  42  CFR 
5  122.107(c)  (10)  between  the  HSA  and 
each  appropriate  PSRO. 

One  respondent  felt  that  the  empha¬ 
sis  in  these  subparts  on  the  review  of 
“new”  services  appears  to  preclude  re¬ 
view  of  existing  services  and,  thus,  im¬ 
pairs  the  capability  of  the  HSA  and 
State  Agency  to  have  a  constructive  im¬ 
pact  on  the  health  care  delivery  system. 
These  subparts,  however,  are  issued  to 
implement  only  the  sections  of  the  Act 
pertaining  to  “reviews  of  new  institu¬ 
tional  health  services”  (section  1513(f) 
of  the  Act  for  HSAs  and  sections  1523 

(a)  (4)  and  1523(a)  (5)  of  the  Act  for 
State  Agencies  and  to  “other  reviews”  of 
proposed  health  services  conducted  by 
HSAs  (see  section  1532(a)  of  the  Act 
and  §  122.302) .  In  fact,  HSAs  will  neces¬ 
sarily  review  existing  health  services  in 
the  course  of  analyzing  data  pursuant  to 
section  1513(b)(1),  and  developing  the 
HSP  and  AIP  required  in  sections  1513 

(b) (2)  and  1513(b)(3).  State  Agencies 
are  likely  to  find  a  review  of  existing 
health  services  crucial  to  obtaining  the 
information  needed  to  prepare  a  pre¬ 
liminary  State  Health  Plan  and  to  make 
determinations  of  need  pursuant  to  sec¬ 
tions  1523(a) (4)  and  1523(a) (5)  of  the 
Act.  In  addition,  the  Act  requires  HSAs 
(in  section  1513(g))  and  State  Agencies 
(in  section  1523(a)(6))  periodically  to 
review  existing  services  for  appropriate¬ 
ness;  this  function  will  be  addressed  in 
future  regulations. 

A  commenter  suggested  that  the  Sec¬ 
retary  should  develop  a  comprehensive 
study  to  evaluate  the  effectiveness  of 
certificate  of  need  review  and  its  effect 
on  the  health  care  system.  The  commen¬ 
ter  requested  that  undue  reliance  not  be 
placed  on  the  certificate  of  need  process 
xmtil  the  results  of  the  study  were  avail¬ 
able.  The  Secretary  has  previously  spon¬ 
sored  limited  stupes  of  the  effects  of 
existing  State  certificate  of  need  pro¬ 
grams  and  will  continue  to  analyze  the 
effectiveness  of  these  programs  as  they 
are  modified  by  the  States  to  meet  Fed¬ 
eral  requirements.  Additionally,  the 
Secretary  does  not  agree  that  imdue  re¬ 
liance  is  being  placed  on  this  regulatory 
approach  to  improvement  of  the  health 
care  system,  which  is  one  of  several  reg¬ 
ulatory  mechanisms  required  by  Title 
XV  of  the  Act. 

A  commenter  asked  that  the  Secre¬ 
tary  define  the  term  “plan,”  since  ap¬ 
parently  there  is  some  confusion  as  to 
the  type  of  plan  which  would  be  needed 
for  the  review  of  new  institutional  health 
services.  Section  1532(c)  (1)  of  the  stat¬ 
ute  and  S  122.308(a)  (1)  and  9  123.409 
<a)(l)  of  the  regulations  reqi^  that 
both  the  HSA  and  the  State  Agency  con¬ 
sider  the  relationships  of  the  iH*opo6ed 


new  institutional  health  service  to  the 
appropriate  HSP  and  AIP,  if  any.  The 
S^retary  published  in  the  Federal  Reg¬ 
ister  of  July  8,  1976  (41  FR  27996),*  a 
Notice  asking  for  public  comments  on 
proposed  guidelines  for  the  HSP  and 
AIP.  It  is  these  guidelines  which  will 
elaborate  on  the  structure  and  content 
of  these  plans. 

One  comment  proposed  several  addi¬ 
tions  to  the  language  contained  in  these 
subparts  for  the  purpose  of  addressing 
more  directly  the  concerns  of  minority 
groups.  Specifically,  additions  were  rec¬ 
ommended  for  the  sections  concerning 
public  notice  of  review  procedures  and 
criteria  (§  122.305,  §  123.406),  notice  of 
the  beginning  of  review  (§  122.306(a) 
(1)  and  §  123.407(a)(1)),  criteria  to  be 
used  in  conducting  reviews  (§  122.308, 

§  123.409) ,  and  enforcement  of  certifi¬ 
cate  of  need  decisions  by  the  State 
Agency  (§  123.405).  Many  of  these  sug¬ 
gested  additions  have  merit,  and  the 
Secretary  plans  to  consider  them  in  pre¬ 
paring  guideline  materials  to  assist  these 
agencies  in  performing  their  review  func¬ 
tions.  However,  these  additions  are  not 
incorporated  into  the  final  regulations 
because  to  do  so  would  have  greatly  and 
unnecessarily  complicated  the  regula¬ 
tions. 

Comments  on  Specific  Portions  of  the 
Regulations 

§  122.301  and  §  123.401  Definitions. 

This  section  includes  definitions  of  the 
terms  “health  care  facility”  and  “health 
maintenance  organization,”  which  are 
required  to  be  covered  in  State  certificate 
of  need  programs.  The  entitles  referred 
to  in  these  definitions,  together  with  the 
definition  of  “new  institutional  health 
services”  in  §  122.304  and  §  123.404,  in 
effect,  constitute  the  minimum  scope  of 
coverage  for  State  certificate  of  need 
programs. 

Many  commenters  questioned  the 
scope  of  coverage  of  State  certificate  of 
need  programs  (and  reviews  of  new  in¬ 
stitutional  health  services) ;  they  con¬ 
trasted  the  coverage  of  these  programs  to 
the  coverage  r^uired  under  42  CTR 
§  100.103,  which  implements  section  1122 
of  the  Social  Security  Act.  Section  1531 
(5)  requires  that  the  definition  of 
“health  care  faciliiy”  and  “health  main¬ 
tenance  organization”  be  the  same  as 
their  definition  in  the  section  1122  regu- 
latiim.  However,  the  program  authorized 
by  section  1122  is  limited  to  review  of 
certain  capital  expenditures,  whereas 
State  certificate  of  need  programs  and 
reviews  of  new  institution^  health  serv¬ 
ices  mandated  in  sections  1523(a)  (4)  (B) 
and  1523(a)(5)  of  the  Act  require  a 
broader  scope  to  cover  all  new  institu¬ 
tional  health  services,  not  just  those  in¬ 
volving  capit€d  expenditures. 

It  was  also  suggested  that  the  defini¬ 
tions  for  the  components  of  the  term 
“health  care  facility”  set  forth  in  sec¬ 
tions  1861  and  1905  of  the  Social  Secu¬ 
rity  Act  be  used  for  the  certificate  of  need 
relations.  These  componeiits  were  de¬ 
fined  therein  for  the  sectlcm  1122  pro¬ 
gram  In  order  to  assure  certain  stand¬ 


ards  of  quahty  in  facilities  receiving  re¬ 
imbursement  under  the  Social  Security 
Act.  The  Secretary  has  decided  that,  for 
purposes  of  certificate  of  need  progrrams. 
coverage  is  better  expressed  in  terms 
more  general  than  the  Social  Security 
Act  definitions.  Therefore,  while  the  pro¬ 
posed  definitions  have  been  based  on  the 
Social  Security  Act  definitions,  they  have 
also  been  broadened.  It  is  important  to 
include  all  such  facilities,  whetiier  or  not 
they  meet  standards  of  quality  required 
by  ^e  Social  Security  Act  definitions,  to 
prevent  a  facility  from  circumventing 
certificate  of  need  review  by  not  meeting 
Social  Security  Act  standards. 

It  was  specifically  recommended  that 
the  term  “psychiatric  hospital”  in  §  122.- 
301(b)  (2>  and  §  123.401(b)  (2)  be  ex¬ 
panded  to  include  reference  to  the 
mentally  retarded.  Insufficient  rationale 
was  presented  by  the  commenter  to  war¬ 
rant  altering  the  definition,  although 
States  are  free  to  make  the  addition  if 
they  so  choose.  Further,  one  commenter 
recommended  eliminating  the  separate 
definition  for  “psychiatric  hospital”  and 
including  the  term  as  a  component  of  the 
term  “hospital.”  This  recommendation 
was  not  followed  because  the  Secretary 
feels  that  a  definition  of  “psychiatric 
hospital”  should  be  presented  in  the 
regulations  in  order  to  make  clear  that 
such  hospitals  are  to  be  covered  in  State 
certificate  of  need  programs. 

Some  commenters  asked  that  the 
definitions  of  “skilled  nursing  facility” 
(§  122.301(b)  (4)  and  §  123.401(b)  (4) ) 
and  “intermediate  care  facility”  (§  122.- 
301(b)(5)  and  9  123.401(b)(5))  be  ex¬ 
panded,  but  offered  no  suggested  lan¬ 
guage  or  rationale  for  doing  so.  However, 
one  commenter  did  suggest  deletion  of 
the  final  clause  of  the  definition  of  “in¬ 
termediate  care  facility”  because  the 
stipulation  that  health  care  and  serv¬ 
ices  “can  be  made  available  to  them  only 
through  institutional  facilities”  was  in¬ 
appropriate.  The  commenter  pointed  out 
that  “intermediate  care  facilities”  do 
offer  health  services  which  could  be  pro¬ 
vided  in  other  than  an  institutional  con¬ 
text,  e.g.,  home  health  services;  how¬ 
ever,  these  might  not  be  procured  due 
to  family  and  social  preferences,  home 
health  care  program  restrictions  or  im- 
avallabillty  of  home  health  care.  The 
Secretary  agrees  that  this  change  would 
result  in  a  more  accurate  definition  of 
“intermediate  care  facilities,”  and  the 
suggested  deletion  has  been  made  in 
§  122.301(b)  (5)  and  §  123.401(b)  (5). 

Again  with  respect  to  the  definition  of 
“intermediate  care  facility,”  one  com¬ 
menter  suggested  that  there  are  facilities 
offering  a  levrt  of  care  above  the  level 
of  room  and  board,  but  which  does  not 
yet  constitute  a  fcHin  of  health  care  that 
should  be  regulated  through  certificate 
of  need.  Sectkm  1523(a)  (4)  (B)  and  sec¬ 
tion  1523(a)(5)  of  the  Public  Health 
Service  Act  apply  to  “health  care  facili¬ 
ties,”  -and  no  authority  exists  to  extend 
coverage  to  facilities  which  are  non¬ 
health  care  facilities.  The  Secretary  also 
notes  that  there  may  be  borderilne  cases, 
and  that  In  all  cases.  States  most  andy 
the  definition  of  “health  care  facflity* 
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(§  122.301(b)  and  S  123.401(b))  to  indi¬ 
vidual  cases  and  judge  vbether  an  insti¬ 
tution  provides  health  services  in  such 
a  way,  or  to  such  an  extent  that  it  falls 
under  the  definition  and  is  thus  subject 
to  review.  Further,  States  are  free  to 
extend  certificate  of  need  programs  be¬ 
yond  these  minimum  requirements  and 
include  facilities  such  as  these  In  their 
coverage. 

It  was  furth«:  suggested  that  the  defi¬ 
nition  of  the  term  “Intermediate  care 
facility”  be  clarified  to  specify  the  kind 
of  care  and  services  required  by  patients 
of  such  facilities.  The  term  “health  re¬ 
lated”  has  therefore,  been  Inserted  in 
the  definition  at  §  122.301(b)  (5)  and 
5  123.401(b)(5)  to  make  this  clarifica¬ 
tion. 

In  addition,  a  large  number  of  c<Mn- 
ments  were  received  concerning  the  pro¬ 
posed  deletion  of  the  terms  “hc«ne  health 
agencies,  providers  of  outpatient  physi¬ 
cal  'foerapy  services,”  and  “organized 
ambulatory  health  care  facilities,”  fn»n 
the  definition  of  “health  care  facility” 
in  'Oie  section  1122  r^ulation  at  §  100.- 
102(e)  and  in  these  regulations.  The 
commenters  fdt  that  the  definition  of 
facilities  covered  should  remain  as  in¬ 
clusive  as  possible,  and  they  argued  that 
there  is  need  both  to  plan  and  to  regulate 
the  entire  range  of  “health  care  facili¬ 
ties”  providing  health  services.  Further, 
they  saw  Improved  standards  of  care,  in- 
t^rated  system-wide  planning,  the  pre¬ 
vention  of  overdevelopment  and  dui^lca- 
tlon  of  effmii  in  the  health  care  industry, 
and  an  even-handed  approach  to  both 
institution-based  and  free-standing  pro¬ 
viders  of  home  health  care,  outpatient 
physical  therapy,  and  ambulatory  care 
services  as  by-iM*oducts  of  certificate  of 
need  reviews. 

In  the  case  of  hcxne  health  agencies, 
the  Secretary  has  decided  not  to  include 
such  agencies  in  the  definition  of  “health 
care  facilities.”  He  has  decided  to  omit, 
for  the  sake  of  uniformity,  hcxne  health 
services  frcxn  coverage  imder  certificate 
of  need  regardless  of  whether  these  serv¬ 
ices  are  free  standing  or  Instituticmally 
based.  However,  It  should  be  noted  that 
capital  expenditures  by  a  covered  health 
care  facility  or  HMO  for  h(Mne  health 
service  progrsuns  (and  their  supporting 
administrative  services,  etc.)  are  subject 
to  certificate  of  need  review  in  the  same 
manner  as  other  capital  expenditures  by 
facilities  or  HMOs.  It.  should  be  noted, 
however,  that  the  Secretary  is  sensitive 
to  the  concerns  expressed  by  the  com¬ 
menters  that  home  health  agencies  might 
appropriately  be  subject  to  such  reviews. 
As  stated  in  the  preamble  to  the  pro¬ 
posed  regulations,  the  Department  in¬ 
tends  to  monitor  closely  the  growth  and 
expansion  of  such  agencies  in  order  to 
evaluate  tiieir  Impact  on  the  health  care 
system. 

With  respect  to  “organized  ambulatory 
health  care  facilities,”  with  Preamble  to 
tlie  proposed  regulations  noted  that  the 
variety  of  forms  in  which  these  facilities 
manifest  themselves  resxdted  in  “serious 
definitional  difficulties”  of  these  facili¬ 
ties  throughout  the  States,  the  Secretary 
proposed  to  forego  establishing  a  uni¬ 


form  national  method  for  dealing  with 
this  issue;  the  Preamble  to  the  proposed 
regulations  encouraged  States  “to  under¬ 
take  various  aproaches”  toward  “orga¬ 
nized  ambulatory  health  care  facilities,” 

The  comments  on  the  proposed  rules 
generally  supported  the  Secretary’s 
statement  in  the  Preamble  to  the  pro¬ 
posed  regulation  that  “the  practice  of 
medicine  in  ambulatory  facilities  consti¬ 
tutes  an  Important  means  for  the  de¬ 
livery  of  health  care”  and  that  “unneces¬ 
sary  acquisitions  of  expensive  items  of 
capital  equipment  by  such  facilities 
might  adversely  affect  health  care  costs,” 
and  favored  including  “organized  ambu¬ 
latory  health  care  facilities”  in  the  defi¬ 
nition  of  “health  care  facility.”  Although 
several  commenters  offered  definitions 
for  organized  ambulatory  facilities  to  be 
used  for  specific  facilities  covered  imder 
this  term,  no  definition  was  offered,  or 
has  been  formulated,  which  is  both  work¬ 
able  and  within  the  limits  of  the  statute. 
Therefore,  the  Secretary  has  chosen  not 
to  Include  organized  ambulatory  healtii 
care  facilities  in  the  definition  of  health 
care  facilities  at  this  time.  He  will,  how¬ 
ever,  foUow  closely  the  effect  of  this  reg¬ 
ulation  on  the  sources  and  objects  of  cap¬ 
ital  expenditures  in  the  health  area  and 
on  health  care  costs. 

In  addition,  it  is  important  to  note  that 
several  ccanmenters  have  expressed  con¬ 
fusion  concerning  whether  home  health 
care  and  ambulatory  care  services  would 
require  review  regardless  of  the  insti¬ 
tutional  setting  which. they  are  offered. 
Ambulatory  health  care  services  are  re¬ 
quired  to  be  covered  <mly  when  they  are 
based  in  a  covered  institution  (a  health 
care  faclliti^  or  health  maintenance  orga¬ 
nization  as  defined  in  the  regulations 
(S  122.301(b)  and  S  123.401(b)).  When 
they  are  freestanding,  they  are  subject  to 
review  only  if  covered  by  a  provision  of 
a  State  program  which  goes  beyond  the 
Federal  minimum  requirements.  As  noted 
previously,  home  he{Jth  services  are  not 
required  to  be  covered  under  minimum 
Federal  certificate  of  need  regulations. 
They  would  be  subject  to  certificate  of 
need  review  only  if  covered  by  a  State 
program  which  goes  beyond  the  Federal 
minimum  requirements. 

Several  commenters  also  requested  de¬ 
letion  of  “health  maintenance  organiza¬ 
tions”  from  those  institutions  whose  pro¬ 
posed  new  institutional  health  services 
must  be  Included  in  a  State  certificate 
of  need  program.  This  recommendation 
cannot  be  accepted  because  Inclusion  of 
health  maintenance  organizations  is  a 
statutory  requirement  (section  1531(5) 
of  the  Act) .  ^me  commenters  also  ques¬ 
tioned  whether  certain  types  or  activi¬ 
ties  of  health  maintenance  organizations 
are  required  to  be  included  in  a  State 
certificate  of  need  program.  Specifically, 
questions  were  raised  with  respect  to  in¬ 
clusion  of  health  maintenance  organlza- 
tlons  not  qualified  under  Title  Xm  of  the 
Public  Health  Service  Act  (“Health 
Maintenance  Organizations”) ,  physician 
services  obtained  through  contractural 
arrangements,  the  administrative  and  in¬ 
suring  entities  of  health  maintenance 
organizations  which  do  not  provide  hos¬ 


pital  care,  and  Blue  Cross/Blue  Shield 
plans.  Further,  one  commenter  ques¬ 
tioned  the  meaning  of  the  phrase  “health 
services  .  .  .  offered  in  or  through  a  .  .  . 
health  maintenance  organization”  (see 
§  122.304(d)  of  the  proposed  regulations 
and  §  122.304(a)  (4)  and  §  123.404(a)  (4) 
of  the  fin^  regulation) . 

In  answer  to  these  questions,  §  122.301 
(c)  and  §  123.401(c)  of  the  regulations 
define  “health  maintenance  organiza¬ 
tions”  broadly.  Any  public  or  private  or¬ 
ganization  or  entity  which  is  organized 
under  State  laws  and  which  meets  the 
criteria  set  forth  in  the  regulations  is 
included  within  the  term  “health  main¬ 
tenance  organization”  as  defined.  It  per¬ 
tains  to  both  those  health  maintenance 
organizations  which  are  qualified  under 
Title  xm  of  the  Act  and  those  which  are 
not  so  qualified,  but  which  meet  the 
other  definitional  requirements  of  the 
regulations  for  inclusion  of  health  main¬ 
tenance  organizations.  This  definition 
also  states  that  a  “health  maintenance 
organization”  subject  to  review  is  one 
which  “provides  or  otherwise  makes 
available”  certain  health  services.  This 
means  that  an  entity  which  makes  avail¬ 
able  health  services  through  contract  or 
other  formal  arrangement  with  health 
care  providers  is  not  exempt  from  cer¬ 
tificate  of  need  review  merely  because  It 
does  not  itself  provide  the  services.  How¬ 
ever,  this  does  not  mean  that  individual 
providers  of  health  care  necessarily  be¬ 
come  subject  to  certificate  of  need  re¬ 
view  because  they  have  contracted  with 
a  health  maintenance  organization  to 
provide  health  sawlces.  Rather,  It  Is  the 
health  maintenance  organization  pro¬ 
posing  a  new  health  service  as  set  forth 
in  §  122.304  and  i  123.404  which  is  sub¬ 
ject  to  review.  State  law  must  determine 
whether  the  individual  provider  who  has 
contracted  witii  the  health  maintenance 
organization  is  to  be  considered  a  part  of 
the  health  maintenance  organization 
entity,  and,  thus,  subject  to  review  if  he 
or  she  seeks  to  offer  or  develop  a  new 
institutional  health  service. 

Cfiarificatlon  was  also  sought  concern¬ 
ing  whether  the  benefit  package  pay¬ 
ment  arrangements.  Insurance  aspects, 
and  so  forth  of  “health  maintenance 
organizations”  are  subect  to  review.  To 
the  extent  that  such  characteristics  of 
health  maintenance  organizations  meet 
the  definition  of  new  institutional  health 
services  cont£^ed  in  the  regulation 
(§  122.304  and  §  123.404)  or  are  within 
the  coverage  of  the  certificate  of  need 
program  as  expanded  upon  by  the  State, 
they  are  subject  to  review.  Where  con¬ 
fusion  or  uncertainty  persists  concern¬ 
ing  which  entities  or  organizations  do,  in 
fact,  meet  the  definition  of  “health 
maintenance  organization”  as  set  forth 
in  the  regulations.  States  will  be  obliged 
to  interpret  Individual  State  laws  under 
which  a  “health  maintenance  organiza¬ 
tion”  is  organized,  and  clarify  the  term 
as  it  is  applied  in  that  State. 

Numerous  alternatives  were  offered  to 
§  122.301(d)  and  §  123.401(d),  the  pro¬ 
posed  definition  of  “health  services.”  The 
Secretary  has  substituted  the  term 
“treatment”  for  “curative”  as  a  type  of 
clinically  related  health  service  in  these 
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sections,  because  “treatment”  connotes 
a  broader  range  of  health  activities  than 
does  “curative,”  including  for  examine 
ameliorative  or  maintenance  health 
services. 

It  was  further  recommended  that 
"health  services”  be  specifically  defined 
to  include  nutrition,  health  education, 
environmental  and  occupational  health, 
or  what  could  be  termed  generally  “pre¬ 
ventive  health  services.”  The  “promotion 
of  activities  for  the  prevention  of  dis¬ 
ease”  is  a  national  health  priority  set 
out  in  the  Act;  support  for  this  goal 
is  evidenced  in  the  guidelines  for  de¬ 
velopment  of  Health  Systems  Plans  and 
State  Health  Plans.  The  Secretary  does 
not  feel  that  mandatory  coverage  in 
State  certificate  of  need  programs  is  the 
appropriate  mechanism  for  emphasizing 
the  importance  of,  and  need  for,  pre¬ 
ventive  health  services.  Rather,  it  is 
hoped  that  certificate  of  need  programs 
will  promote  the  reallocation  of  limited 
resources  to  the  most  appropriate  areas. 
Including  appropriate  preventive  care 
services  and  programs. 

The  Secretary  does  not  agree  with  a 
comment  that  the  definition  of  “health 
services”  is  so  vague  as  to  include  certain 
social  service  agencies,  schools,  and  so 
forth,  because  of  counseling  services  they 
provide.  Only  new  health  services  of¬ 
fered  in  or  through  “health  care  facili¬ 
ties”  and  “health  maintenance  organiza¬ 
tions,”  as  these  institutions  are  defined 
in  §  122.301  and  §  123.401,  are  required  by 
this  regulation  to  be  subject  to  review  for 
certificate  of  need.  However,  the  defini¬ 
tion  of  “health  services”  as  it  now  stands 
in  §  122.301(d)  and  §  123.401(d)  is  only 
a  minimal  one,  and  States  may  expand 
the  term  in  ways  suitable  to  their  in¬ 
dividual  needs. 

Several  comments  were  also  received 
oonceming  the  definition  of  the  term 
“modernization”  in  §  122.301(f)  and 
!  123.401(f).  One  respondent  asked  that 
the  term  be  clarified  to  indicate  whether 
or  not  it  includes  replacement  of  a  struc¬ 
ture  at  a  different  site.  Other  respond¬ 
ents  considered  the  term  too  broadly  de¬ 
fined  and  inconsistent  with  the  defini¬ 
tion  of  modernization  in  Section  1633 
(11)  of  the  Public  Health  Service  Act, 
and  suggested  it  be  deleted.  Since  the 
term  “modernization”  itself  is  used  only 
as  an  example  in  the  body  of  the  regula¬ 
tions,  the  definition  has  been  deleted. 

For  the  purpose  of  establishing  which 
new  institutional  health  services  are  cov¬ 
ered  by  certificate  of  need,  it  was  sug¬ 
gested  that  the  definition  of  “person” 
in  §  122.301(g)  and  §  123.401(g)  of  the 
final  regulation  (§  122.301(h),  §  123.401 
(h)  of  the  proposed  regulations)  be  ex¬ 
panded  to  include  the  Federal  Govern¬ 
ment  and  its  instrumentalities.  The  Sec¬ 
retary  has  concluded  that  a  requirement 
for  coverage  of  Federal  facilltiee  in  State 
programs  for  review  of  new  institutional 
health  services  has  no  basis  in  the  Act. 
Nonetheless,  v<d\mtary  participation  of 
Veterans  Administration  facflltles  in 
State  and  local  health  i^anning  is  oi- 
couraged  through  the  statutory  provision 
for  ex  officto  membership  on  the  HSA 
governing  body  (section  1612(b)(3)(C) 


(lii)  (HE) )  and  the  SHCC  (section  1524 
(b)(1)(D)). 

Miscellaneous  other  comments  were 
received  suggesting  changes  in  ihrase- 
ology  which,  because  they  did  not  change 
the  meaning  of  the  terms  addressed,  have 
not  been  accepted. 

Two  commenters  recommended  the 
exclusion  of  States  and  their  agencies 
and  instrumentalities  from  the  definition 
of  “p>erson.”  These  comments  were  not 
accepted,  since  section  1523(a)(4)(B) 
mandates  that  cei-tifioate  of  need  reviews 
apply  to  all  proposed  new  institutional 
health  services  and  State-owned  facili¬ 
ties  are  not  exempted.  Further,  such  fa¬ 
cilities  constitute  an  important  part  of 
the  health  care  system;  to  exclude  them 
would  severely  limit  the  effectiveness  of 
any  new  institutional  health  services  re¬ 
view  program.  In  fact,  several  State  cer¬ 
tificate  of  need  programs  currently  cover 
State-owned  facilities  and  this  provision 
has  proved  to  be  workable  and  effective. 

f  122.304  and  §  123.404  New  institu¬ 
tional  health  services  subject  to  re¬ 
view. 

These  provisions  have  been  renum¬ 
bered  due  to  the  transfer  to  these  sec¬ 
tions  of  language  regarding  coverage. 
New  §  122.304(b)  and  §  123.404(b)  con¬ 
cern  certificate  of  need  review  with  re- 
sp>ect  to  predevelopment  activities,  and 
include  an  amended  definition  of  such 
activities.  Because  this  definition  was  lo¬ 
cated  at  §  123.405(a),  Enforcement,  in 
the  proposed  regulation,  the  discussion 
of  tile  comments  received  regarding  this 
provision  will  be  found  in  the  portion  of 
the  Preamble  where  §  123.405(a)  is  dis¬ 
cussed. 

With  respect  to  the  new  institutional 
health  services  subject  to  review,  one 
commenter  argued  that  the  proposed 
thresholds  are  too  low  in  view  of  the 
cost  involved  in  regulating  through  cer¬ 
tificate  of  need.  The  Secretary  has  re¬ 
viewed  the  thresholds  in  the  section  1122 
program  and  the  existing  State  certifi¬ 
cate  of  need  programs.  The  thresholds  set 
forth  at  §  123.404  were  developed  in  light 
of  this  experience.  However,  States  are 
provided  some  flexibility  in  applying  the 
thresholds  for  certificate  of  need  review. 
For  example,  §  123.404(a)  (3)  leaves  it  to 
States  to  define  bed  capacity  and  bed 
categories  and,  hence,  determine  when 
an  increase  in  bed  capacity  is  reviewable 
or  when  redistribution  of  beds  crosses 
these  category  lines  and  becomes  review- 
able;  §  123.404(b)  of  the  proposed  regu¬ 
lations  (now  §  123.404(c)  of  the  final  reg¬ 
ulations)  allows  the  States  to  extend  the 
scope  of  review  coverage  beyond  that  of 
§  123.404(a). 

Two  commenters  noted  that  the,thres- 
holds  might  be  sc  low  as  to  discourage 
health  maintenance  organizations  and 
health  care  facilities  from  making  posi¬ 
tive  modifications  in  their  programs.  If 
such  modifications  are  foimd  by  a  State 
Agency  to  be  needed,  however,  the  re¬ 
quested  certificates  of  need  will  be 
granted.  The  very  purpose  of  the  certif¬ 
icate  of  need  program  is  to  enable  the 
State  to  make  these  determinations  so  as 
to  ensure  that  only  needed  services  and 


facilities  are  offered.  Further,  if  the  State 
wishes  to  expedite  consideration  ^  cer¬ 
tain  types  of  bed  changes,  certain  types 
of  capital  expenditures  or  certain  types 
of  health  services  by  using  procedures 
not  in  conformance  with  the  minimal 
procedures  set  forth  at  §  122.306  and 
§  123.407,  it  may  (imder  provisions  of 
§  122.307  and  §  123.408)  apply  to  the 
Secretary  for  an  exception  to  the  use  of 
the  required  procedures  for  review  in 
these  instances.  It  was  also  suggested 
that  States  be  allowed  further  to  define 
conditions  activating  certificate  of  need 
review.  Here,  as  in  any  other  aspect  of 
the  certificate  of  need  program.  States 
are  permitted  to  go  beyond  the  Federally 
required  minimum,  as  long  as  the  addi¬ 
tional  requirements  of  the  State  program 
are  not  inconsistent  with  the  Federal 
statute  or  i-egulatlons. 

Several  respondents  also  favored  re¬ 
quiring  that  the  first  condition  necessary 
for  any  review  must  be  a  capital  ex¬ 
penditure  of  at  least  $150,000  (either 
alone  or  with  one  of  the  other  three 
thresholds) .  This  is  inconsistent  with  the 
requirement  in  section  1523  of  the  Act 
that  the  progi*am  apply  to  “new  insti¬ 
tutional  health  services,”  which  includes 
new  services  not  requiring  capital  ex¬ 
penditures. 

In  addition,  several  respondents  have 
favored  applying  the  second  threshold 
($150,000  capital  expenditure,  §  122.304 
(a)(2)  and  §  123.404(a)  (2) )  only  to 
those  cases  where  the  offering  or  develop¬ 
ment  of  a  health  service  is  being  pro¬ 
posed,  instead  of  covering  expenditures 
made  for  both  health  and  nonhealth  pur¬ 
poses  by  “health  care  facilities”  and 
“health  maintenance  organizations,”  One 
commenter  asserted  that  the  Act  does 
not  provide  for  reviews  of  capital  ex¬ 
penditures,  but  only  for  reviews  of  new 
institutional  health  services.  This  would 
have  the  effect  of  eliminating  the  cover¬ 
age  of  large  capital  expenditures  for  ad¬ 
ministrative  support  fimctions  (e.g.. 
computers,  parking  garages,  staff  resi¬ 
dences,  and  employ,  a  restaurants) .  The 
Secretary  disagrees  with  this  interpreta¬ 
tion  because  one  important  goal  of  the 
required  certificate  of  need  program  is 
to  contain  the  rapidly  rising  costs  qf 
providing  health  care.  In  section  2  of 
Pub.  L.  93-641,  Congress  made  the  find¬ 
ing  that  increases  in  the  cost  of  health 
care  have  been  both  uncontrollable  and 
inflationary.  Furthermore.  Congress 
stated  that  at  this  time  there  are  insuffi¬ 
cient  incentives  for  consumers  to  utilize 
alternatives  to  inpatient  hospital  care, 
one  of  the  prime  contributors  to  rising 
costs.  In  order  to  promote  the  alterna¬ 
tives  to  inpatient  care  successfully,  as 
well  as  to  explore  opportunities  for  con¬ 
trolling  costs,  the  certificate  of  need 
program  must  be  able  to  influence  all  ex¬ 
penditures  by  health  institutions,  includ¬ 
ing  expenditures  not  directly  for  patient 
care.  Capital  expenditures  made  by  a 
facility  affect  the  cost  base  which  is  nor¬ 
mally  used  to  calculate  a  facility’s  direct 
charges  and  reimbursement  by  third  par¬ 
ties.  Unnecessary  capital  expenditures, 
therefore,  contribute  directly  to  unneces¬ 
sary  increases  in  health  care  costs. 
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In  answer  tx>  the  comment  that  there 
are  no  suitable  criteria  to  determine 
need  for  such  expenditures,  the  Secre¬ 
tary  notes  that  it  is  the  role  of  both 
State  Agencies  and  HSAs  to  develop 
criteria  for  all  new  institutional  health 
services  which  are  subject  to  review, 
based  on  considerations  set  forth  at 
?  122.308  and  §  123.409  of  the  regulation. 

Some  respondents  asked  for  clarifica¬ 
tion  as  to  when  a  series  of  capital  ex¬ 
penditures,  each  less  than  $150,000,  con¬ 
stitutes  a  single  expenditure  and  there¬ 
fore  is  subject  to  review.  As  discussed 
earlier  in  the  Preamble,  each  State  must 
address  such  questions  in  administering 
its  own  certificate  of  need  program  in 
order  to  take  into  accormt  individual  and 
unique  circumstances.  In  addition,  sev¬ 
eral  requests  to  change  the  $150,000 
level  were  received.  Most  favored  lower¬ 
ing  this  dollar  level  or  making  it  con¬ 
sistent  with  the  section  1122  dollar 
threshold  ($100,000) .  The  dollar  thresh¬ 
old  for  section  1122  programs  was  estab¬ 
lished  by  statute  and,  therefore,  cannot 
be  changed  through  regulation.  Based  on 
(1)  the  experience  of  section  1122  and 
State  certificate  of  need  programs;  (2) 
the  fact  that  few  significant  capital  ex- 
l^enditures  are  less  than  $150,000;  and 
(3)  the  Inflation  in  the  cost  of  medical 
equipment  in  the  years  since  the  enact¬ 
ment  by  Congress  of  the  section  1122 
program,  the  Secretary  has  decided  to 
retain  the  dollar  threshold  set  forth  in 
the  proposed  rule  (§  122.304  and  §  123.- 
404) .  States  desiring  a  threshold  con¬ 
sistent  with  section  1122  may  set  their 
certificate  of  need  threshold  at  $100,000, 
since  the  regulations  permit  States  to 
be  more  stringent  than  the  minimums 
set  forth  in  Federal  regulation. 

Some  respondents  favored  explicitly 
covering  the  acquisition  of  existing 
health  institutions,  through  leases  as 
well  as  changes  in  ownership  by  sale  or 
donation.  The  Secretary  feels  that  the 
question  of  coverage  of  acquisitions  of 
existing  health  care  facilities  and  health 
malnt«iance  organizations  should  be  left 
to  the  States,  and  this  is  specified  at 
5  122.304(a)(2)  and  5  123.404(a)(2)  of 
the  final  regulations.  It  should  also  be 
noted  that  the  coverage  of  “site  acquisi¬ 
tions”  has  been  made  optional  (see  the 
discussion  which  follows  In  this  I*re- 
amble  of  5  123.405(a)  and  the  regula¬ 
tions  at  5  123.404) . 

To  summarize  the  provisions  of  these 
regulations  with  respect  to  acquisition: 
(a)  Capital  expenditures  in  excess  of 
$150,000  are  subject  to  review,  except 
that  site  acquisitions  and  acquisitions  of 
existing  health  care  facilities  and  health 
maintenance  organizations  (whether 
through  sale,  lease,  or  donation)  are  ex¬ 
cluded  from  this  requirement.  (States 
may  choose  to  require  review  of  capital 
expenditures  of  less  than  $150,000,  and 
may  choose  to  require  review  of  site 
acquisitions  and  acquisitions  of  health 
care  facilities  and  health  maintenance 
organizations. 

»b)  Coverage  is  required  of  any  other 
acquisition  (including,  for  example,  ex¬ 
pensive  medical  equlpm«it)  through 


lease  or  donati<xi  tf  its  acquisition  by 
purchase  would  have  reqiiir^  review. 

(c)  If  a  State  chooses  to  cover  site 
acquisitions  and  acqulsitlmi  of  health 
care  facilities  and  health  maintenance 
organizations  by  purchase,  it  need  not 
cover  their  acquisition  by  lease  or  dona¬ 
tion  since  the  coverage  of  such  pur¬ 
chases  would  already  exceed  the  mini¬ 
mum  requirements.  However,  States  are 
encouraged  in  such  cases  to  complete 
their  coverage  by  including  acquisition 
by  lease  or  donation. 

It  was  also  proposed  that  the  capital 
expenditure  threshold  not  be  applied  to 
the  termination  of  a  service,  because  in 
many  instances  (e.g.,  where  services  may 
be  duplicative)  termination  can  lead  to 
the  kinds  of  savings  and  efficiencies  the 
Act  is  designed  to  encourage.  However, 
tlie  Secretary,  while  interested  in  pro¬ 
moting  comprehensive  health  planning, 
agrees  that  States  are  not  required  to 
cover  capital  expenditures  solely  for  ter¬ 
minations  or  reductions  of  beds  or 
health  services.  Therefore,  §  122.304(a) 
(2)  and  5  123.404(a)(2)  (5  122.304(b) 

and  5  123.404(a)  (2)  of  the  proposed 
regulation)  have  been  modified  accord- 
inelv. 

With  respect  to  the  “bed  complement” 
threshold,  several  respondents  asserted 
that  the  term  “bed  complement,”  used 
in  55  122.304(c)  and  123.404(a)(3)  of 
the  proposed  rule  and  now  in  §§  122.304 
•  a)  (3)  and  123.404(a)(3)  below,  was 
confusing  because  it  is  presently  used 
variably  to  denote:  )a)  an  institution’s 
total  licensed  beds;  (b)  an  Institution’s 
total  bed  capacity;  (c)  the  beds  staffed 
and  in  operation  for  any  given  period  of 
time;  and  (d)  the  allocation  of  beds  to 
various  specialities  (e.g.,  medical/surgi¬ 
cal,  obstetrics,  gynecology,  etc.).  In  or¬ 
der  that  there  be  no  ambiguity  regard¬ 
ing  the  purpose  of  this  threshold,  the 
word  “complement”  has  been  deleted 
due  to  the  confusion  caused  by  its  sev¬ 
eral  different  connotations  and  has  been 
replaced  by  specific  definition  of  those 
bed  changes  requiring  review. 

Many  comments  were  received  regard¬ 
ing  coverage  of  changes  in  beds.  Some 
asserted  that  the  statute  does  not  pro¬ 
vide  for  review'  of  bed  changes  because 
such  changes  do  not  necessarily  involve 
the  offering  of  a  new  institutional  health 
serv’ice.  Others  argued  that  changes  of 
ordy  one  bed,  as  required  in  §§  122.304(c) 
and  i23.404(a)  (3)  of  the  prop)osed  regu¬ 
lations  do  not  warrant  a  certification  of 
need  review'.  Still  others  asked  that 
“conversion”  of  beds  be  excluded,  as 
long  as  the  beds  in  question  are  all  li¬ 
censed,  since  conversions  would  not 
increase  the  overall  supply  of  beds.  It 
was  also  proposed  that  the  capital  ex¬ 
penditure  threshold  not  be  applied  to  the 
reduction  of  the  number  of  beds.  After 
considering  all  of  the  above  comments, 
the  Secretary  has  determined  that  sub¬ 
stantial  conversions  or  additions  In  beds 
may  affect  the  delivery  and  cost  of 
health  services.  Therefore  the  term  “sub¬ 
stantial”  has  been  given  operational 
mesinhig  by  the  revisions  made  to 
§5  122.304(a)  (3)  and  123.404(a)  (3) 
which  now  provide  that  additions  or 


conversions  of  more  than  forty  beds*  or 
twenty-five  percent,  whichever  is  less, 
over  a  two  year  period  must  be  covered 
regardless  of  whether  any  capital  ex¬ 
penditure  is  Involved. 

On  this  same  subject,  one  commenter 
expressed  concern  that  since  bed  use 
may  change  daily  from  one  category  to 
another  (e.g.,  “skilled  nursing  facility” 
to  “intermediate  care  facility”)  it  w'ould 
be  impossible  for  a  certificate  of  need 
program  to  regulate  these  constant  var¬ 
iations.  Daily  bed  fluctuation  clearly 
need  not  be  subject  to  certificate  of  need 
review',  because  States  are  required  by 
the  Federal  regulations  to  review  only 
substantial  bed  changes.  States  are,  of 
course,  free  to  require  review  of  those 
bed  changes  which  are  not  covered  by 
the  Federal  regulations. 

In  addition,  a  question  was  raised  as 
to  w’hat  is  meant  by  “relocation”  of  beds. 
The  final  regulations  at  §  122.304(a) 
(3)  and  §  123.404(a)  (3)  specify  that  relo¬ 
cation  of  beds  “from  one  physical  fa¬ 
cility  or  site  to  another”  requires  review'. 
If  there  is  any  confusion  with  respect  to 
relocation  in  particular  circumstances, 
the  State  Agency  must  determine  wheth¬ 
er  review  is  necessary. 

Regarding  5  122.304(d)  of  the  pro¬ 
posed  regulation,  §  122.304(a)  (4)  and 
5  123.404(a)  (4)  b^ow,  numerous  requests 
were  made  that  the  Secretary  define  the 
term  “new  service,”  that  he  limit  re¬ 
view's  to  those  for  “substantial  changes” 
in  service,  and  that  he  specifically  ex¬ 
clude  increases  of  a  type  of  service  al¬ 
ready  offered.  Section  123.404(b)  of  the 
proposed  regulations,  5  123.404(c)  of  the 
final  regulations,  provides  that  the  State 
Agency  shall  Issue  a  description  of  the 
scope  of  coverage  of  its  program.  In  do¬ 
ing  so.  It  will  define  such  terms  as 
necessary. 

Numerous  questions  about  whether 
various  specific  services  are  xiovered  can 
be  answered  simply:  any  service  is  cov¬ 
ered  if  it  is  included  in  the  scope  of 
coverage  developed  by  the  State.  ’This 
scope  of  coverage  must  be  at  least  as 
broad  as  the  definition  of  “health  serv¬ 
ices”  set  forth  at  §  123.301(d)  and  5  123.- 
401(d),  but  may  be  more  compre¬ 
hensive. 

One  commenter  also  suggested  that 
5  122.304(d)  of  the  proposed  regulation, 
5  122.304(a).(4),  and  5  123.404(a)(4) 
below,  be  amended  to  require  review  of 
new  services  which  were  not  offered  on 
a  regular  basis  within  the  12  month  pe¬ 
riod  prior  to  the  date  of  application  for 
review',  rather  than  the  12  month  period 
prior  to  the  time  such  services  would 
be  offered  as  presently  required.  Insuffi¬ 
cient  rationale  was  presented  to  support 
this  change  and  it  has  not  been  made. 

Three  commenters  asked  what  was 
meant  by  the  phrase  “on  a  regular  ba¬ 
sis”  as  used  in  §  122.304(d)  of  the  pro¬ 
posed  regulation,  5  122.304(a)  (4)  and 
5  123.404(a)  (4)  below.  This  phrase 
serves  to  modify  “new  service,”  and  it 
is  expected  that  It  will  be  given  opera¬ 
tional  meaning  by  each  State. 

Questions  were  received  concerning 
the  meaning  of  “health  services  offered 
In  or  through  a  health  care  faculty  or 
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health  maintenance  organization  •  • 
emphasis  added,  in  §  122.304(d)  of  the 
proposed  regulation,  and  §  122.304(a) 
(4) ,  and  S  123.404(a)  (4)  below).  The  ef¬ 
fect  of  the  word  “through”  k  that  those 
services  not  offered  physically  in  the  in¬ 
stitution  subject  to  review,  but  which  are 
offered  to  a  substantial  extent  on  behalf 
of  such  an  institution  by  others,  are  re¬ 
quired  to  be  reviewed  for  certificate  of 
need  purposes. 

One  State  suggested  granting  an  ex¬ 
ception  to  certificate  of  need  review  for 
“experimental  programs’’  of  one  year 
duration  if  no  capital  expenditure  is  in¬ 
volved.  The  Secretary  does  not  feel  that 
such  pro^ams  should  be  exempted  from 
review,  since  they  may  have  a  substan¬ 
tial  impact  upon  the  provision  of  other 
services  and  the  allocation  of  resources 
within  the  State.  However,  State  Agen¬ 
cies  could  process  such  cases  expedi¬ 
tiously  if  the  appropriate  exception  to 
procedures  has  been  sought  from  and 
granted  by  the  Secretary.  (See  the  dis¬ 
cussion  in  this  Preamble  of  §  122.307  and 
§  123.408.) 

In  addition,  several  respondents  ques¬ 
tioned  the  requirement  for  review  of 
changes  in  physical  facilities  In  emer¬ 
gency  situations  (e.g.,  the  replacement 
of  a  furnace)  or  in  cases  where  another 
public  regulatory  body  imposes  condi¬ 
tions  that  the  institution  must  meet  in 
order  to  continue  in  operation  (e.g., 
compliance  with  fire  and  other  safety 
codes).  These  sorts  of  changes,  if  sub¬ 
ject  to  review  under  the  State  program, 
can  be  reviewed  “expeditiously”  if 
agencies  apply  for  and  receive  from  the 
Secretary,  under  §  122.307  and  §  123.408 
of  the  regulations,  an  exception  to  the 
procedures  required  for  review. 

Finally,  because  the  proposed  regu¬ 
lation  did  not  provide  sufficient  time  for 
States  to  develop  an  adequate  scope  of 
coverage,  the  time  allowed  to  publish  the 
scope  of  services  covered  has  been  made 
more  flexible  in  §  123.404(c)  (which  was 
§  123.404(b)  of  the  proposed  regulation) . 
Publication  is  now  required  before  an 
agency  review's  new  institutional  health 
services. 

§  123.405  Enforcement. 

Several  commenters  requested  speci¬ 
fication  of  a  maximum  period  for  com¬ 
mencement  of  the  development  or  offer¬ 
ing  of  a  new  institutional  health  service 
following  the  granting  of  a  certificate 
of  need  and  a  maximum  number  of  re¬ 
newals.  Although  these  comments  have 
merit,  the  Secretary  believes  provisions 
such  as  these  should  be  developed  by 
the  individual  States  in  administration 
of  their  owm  certificate  of  need  pro¬ 
grams,  rather  than  by  the  Federal  Gov¬ 
ernment.  The  Secretary  notes  that 
nothing  in  the  Act  or  in  this  regulation 
precludes  a  State  from  adopting  such  a 
provision.  Therefore,  these  suggestions 
have  not  been  followed.  Another  com- 
menter  suggested  a  provision  specifying 
tliat  the  maximum  life  of  a  certificate 
should,  in  no  event,  exceed  the  useful 
or  depreciable  life  of  major  equipment  or 
facilities.  While  this  suggestion  may  be 
followed  by  any  State,  the  Secretary 


has  not  adopted  it  for  the  reason  given 
above. 

One  commenter  suggested  the  addi¬ 
tion  of  a  provision  requiring  the  denial 
of  a  certificate  of  need  where  the  appli-  ^ 
cant  is  a  facility  which  has  received ' 
funds  under  Title  VI  of  the  Public  Health 
Service  Act  (the  Hill-Burton  program) 
and  has  failed  to  fulfill  its  assurances 
of  provision  of  “free  care”  and  “com¬ 
munity  service.”  This  suggestion  w'as  not 
accepted  because  there  is  no  statutory 
basis  for  such  an  approach,  and  because 
sanctions  exist  under  Title  XVI  of  the 
Act  to  deal  with  this  specific  problem. 

The  following  additional  provision 
was  recommended  by  one  commenter: 
“In  providing  for  sanctions  as  required 
in  (b)  above,  the  Governor  may  request 
as  part  of  an  agreement  under  section 
123.105  and/or  section  123.106  (of  the 
proposed  regulation  governing  State 
Agencies) ;  Federal  cotH^eration  through 
the  Intergovernmental  Cooperation  Act 
of  1968,  pub.  L.  90-577;  82  Stat.  1098 
(1968)  or  other  appropriate  method.” 
The  commenter  added  that  by  allowring 
States  to  request  cooperation  frcMn  the 
Department  and/or  through  the  Fed¬ 
eral  Intergovernmental  Cooperation  Act, 
certain  States  may  be  able  more  effec¬ 
tively  and  economically  to  achieve  the 
results  desired.  Another  commenter 
recommended  that  as  a  further  sanc¬ 
tion  the  Department  should  assist  the 
State  by  prohibiting  conveyance  of 
funds  within  its  control  (e.g..  Medicare 
and  Medicaid  reimbursements)  to  facili¬ 
ties  in  violation  of  certificate  of  need. 
Neither  of  these  suggestions  can  be  ac¬ 
cepted  since  at  this  time  there  is  cur¬ 
rently  no  authority,  beyond  that  pro¬ 
vided  in  section  1122  of  the  Social  Se¬ 
curity  Act,  for  the  Federal  Government 
to  act  generally  to  enforce  State  de¬ 
terminations  of  need.  Moreover,  the 
State’s  sanctions  themselves  must  be 
effective  in  preventing  the  offering  or 
development  of  unneeded  services  and 
facilities,  thus  negating  any  need  for 
the  Federal  sanctions  suggested. 

A  change  in  wording  of  §  123.405(a)  ( 1). 
was  recommended  by  one  commenter, 
from  “only  those  new  institutional 
health  services  *  *  *  found  to  be  needed” 
to  “only  those  new  institutional  health 
services  *  •  •  found  *  *  *  to  meet  the 
adopted  criteria  of  the  State  Agency  as 
well  as  the  appropriate  Health  System 
Agency(ies)  ’’.iThis  suggestion  may  be  in¬ 
terpreted  one  of  two  ways:  Fii’st,  the 
wording  could  require  that  both  the 
State  Agency  and  the  HSA  would  have 
to  agree  that  a  proposed  new'  service  met 
their  adopted  criteria,  which  would  have 
the  effect  of  giving  HSAs  a  veto  rather 
than  the  recommendatory  function 
given  them  by  section  1513(f*.  Alterna¬ 
tively,  the  wording  could  be  interpreted 
to  mean  that  the  State  Agency  would 
have  to  adopt  any  criteria  adopted  by 
the  HSA.  This  would  be  contrarj'  to 
section  1532(a)  of  the  Act,  which  man¬ 
dates  that  HSAs  and  State  Agencies 
each  develop  procedures  and  criteria. 
Since  either  interpretation  would  be  in¬ 
consistent  with  the  Act,  the  suggestion 
cannot  be  accepted.  Moreover,  the  Sec¬ 


retary  notes  that  the  requirement  of  a 
f  ading  of  need  is  derived  from  the  stat¬ 
ute  and  must  therefore  be  kept  in  the 
regulation. 

Another  commenter  expressed  concern 
that  the  language  in  §  123.405(b)  implied 
that  certificate  of  need  and  licensure  are 
dependent  UF>on  each  other  and  that  this 
is  impracticable  if  tied  to  §  123.106(b)  (6> . 
the  review  of  existing  institutional 
health  services  for  appropriateness,  be¬ 
cause  an  entire  institution  “would  be  at 
risk  for  a  small  part  of  its  operation  that 
is  deemed  unnecessary  and  because  of 
decisions  after  the  fact.”  The  Secretary 
will  issue  the  regulation  governing  re¬ 
view's  under  §  123.106(b)  (6)  at  a  future 
date  and  it  is  important  that  the  dis¬ 
tinction  between  the  fimctions  of  review 
of  existing  institutional  health  services 
and  review  of  new  institutional  health 
services  be  clear.  A  licensure  sanction 
may  be  used  to  prevent  the  offering  of  a 
new  facility,  or  a  new  service  in  an  exist¬ 
ing,  already  licensed  facility,  if  the  State 
selects  it  as  a  sanction  under  its  cer¬ 
tificate  of  need  program,  as  set  f(Mth 
in  §  123.405(b),  although  licensure  is 
only  one  example  of  a  sanction  that  a 
State  may  use.  Additionally,  it  should  be 
reiterated  here  that  the  enforcement  re¬ 
quirement  applies  only  to  certificate  of 
need  reviews,  not  to  reviews  of  pro¬ 
posed  new  institutional  health  services 
under  section  1523(a)(5)  of  the  Act  or 
of  existing  institutional  health  services. 
Section  123.405(b)  lists  several  types  of 
sanctions,  and  States  may  use  one  or  a 
combination  of  the  listed  sanctions  or 
devise  alternatives  as  long  as  the  re¬ 
sulting  provisions  ensure  that  only 
needed  new  Institutional  health  services 
are  offered  or  develop>ed  within  the 
State. 

One  commenter,  objecting  to  tlie 
statement  in  Subpart  E  of  the  Preamble 
to  the  proposed  regulation  that  “sanc¬ 
tions  leading  to  the  denial  of  reimburse¬ 
ments  •  •  *  are  not,  in  themselves,  suffi¬ 
cient  sanctions  •  •  stated  that  pro¬ 
vider  sanctions  should  be  viewed  on  their 
merits  in  a  particular  locale.  Denial  of 
reimbursement  may  be  effective  in  de¬ 
terring  a  certificate  of  need  regulation 
violation.  However,  Title  XV  requires 
that  “only  those  services,  facilities  and 
organizations  found  to  be  needed  shall 
be  offered  or  developed.”  Such  a  sanction 
would  not  apply  to  all  institutional 
health  services;  for  example,  it  would 
not  affect  new  services  aimed  entirely  at 
the  private -pay  market  which  might  be 
offered  or  developed  despite  a  negative 
finding  by  a  State  Agency. 

One  commenter  objected  to  “criminal 
penalties,”  as  a  sanction  (§  123.405(b) », 
and  another  stated  that  the  enumerated 
sanctions  were  too  severe  and  should  be 
an  individual  State  prerogative.  All 
types  of  sanctions  listed  iri  5  123.405' b> 
are  examples  of  sanctions  w'hich  might 
be  used  by  States  and  are  intended  to  be 
illustrative  only. 

A  commenter  requested  that  the  regu¬ 
lation  provide  for  both  “conditional”  and 
“partial”  certification  to  permit  the 
State  Agency  to  attach  conditions  or  to 
approve  part  of  the  application.  Itie 
Secretary  believes  it  is  not  appropriate 
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for  the  regiilatl<m  either  to  prohibit  or 
require  this.  A  change  has  been  made 
in  §  123.407(a)  (5)  to  clarify  that  States 
may  attach  conditions  to  a  final  decision 
If  the  State  program  provides  for  such 
a  procedure. 

To  allow  States  more  flexibility  In  de¬ 
termining  sanctions,  one  commenter 
suggested  the  following  word  change  In 
paragraph  (b) :  from  “•  •  •  which  the 
Secretary  finds  appropriate  •  •  ’’’to 
•  which  the  Secretary  finds  sufiB- 
cient  •  *  The  Secretary  agrees  that 
this  suggested  rewording  more  clearly 
refiects  the  intent  of  the  legislation  and, 
therefore,  has  incorporated  this  change 
in  the  regulation. 

Many  commenters  stated  that  the  re¬ 
view  of  predevelopment  activities  Involv¬ 
ing  a  capital  expenditure  in  excess  of 
$150,000  (§  123.405(a)  of  the  proposed 
regulation  and  §  122.304(b)  and  S  123.- 
404(b)  below)  would  be  Inappropriate 
interference  with  Institutional  manage¬ 
ment  because  the  planning  for  new  serv¬ 
ices  Is  a  vital  function  of  a  business.  One 
observed  that  hospitals  enter  into  feasi¬ 
bility  studies  as  part  of  their  long-range 
planning  in  the  normal  course  of  busi¬ 
ness.  and  that  health  planning  agencies 
would  not  be  performing  such  activities 
for  ln.stitutions.  Others  remarked  that 
no  mention  was  made  of  predevelopment 
activities  in  the  Act.  However,  the  stat¬ 
ute  does  require,  at  section  1523(a)(4) 
(B),  that  State  certificate  of  need  pro¬ 
grams  provide  for  review  and  determi¬ 
nation  of  the  need  for  new  institutional 
health  services  "prior  to  the  time  such 
services,  facilities,  and  organizations  are 
offered  or  developed  or  substantial  ex¬ 
penditures  are  undertaken  In  prepara¬ 
tion  for  such  offering  or  development 
*  •  *”.  Therefore,  the  required  review  of 
certain  predevelopment  activities  must 
be  retained. 

Based  on  the  comments  received,  the 
Secretary  has  recxmsldered  the  require¬ 
ment  that  site  acquisition  be  reviewed. 
It  has  been  pointed  out  that  institutions 
frequently  acquire  real  estate  as  oppor¬ 
tunities  arise,  often  for  investment  pur¬ 
poses,  and  with  no  definite  plans  for  de- 
veloiHnent  or  expansion.  Since  the  pur¬ 
pose  of  this  threshold  Is  to  review  ac¬ 
tions  closely  related  to  the  offering  or 
development  of  health  services,  the  ac¬ 
quisition  of  hmd,  which  is  not  necessar¬ 
ily  development-related.  Is  no  longer  re¬ 
quired  by  regulation  to  be  reviewed. 
Also,  preliminary  plans ,  surveys,  and 
studies,  on  the  basis  of  the  arguments 
stated  above,  could  be  said  to  fall  within 
the  normal  course  of  business;  because 
they  represent  a  very  early  and  specula¬ 
tive  stage  of  devel(^ment,  the  regula¬ 
tion  does  not  require  these  to  be  re¬ 
viewed  unless  the  State  program  so  spec¬ 
ifies.  Consequently,  the  terms  “site  ac¬ 
quisition”  and  "preliminary  plans,  sur¬ 
veys,  and  studies”  have  been  deleted 
from  the  definition  of  predevelopment 
activities  found  in  §  123.403(a)  of  the 
in-(^;x)sed  re^;ulatlon  S  122.304(b)  and 
§  123.404(b)  below  of  the  regulations. 
However,  the  regulati(m  still  requires  a 
determlnatkm  of  need  prior  to  8fid)stan- 
tial  expenditures  In  meparatkm  for  the 
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offering  or  development  of  a  new  Insti¬ 
tutional  health  service,  and  any  ex¬ 
penditure  In  excess  of  $150,000  for 
architectural  designs,  plans,  working 
drawings,  and  speclficati<ms  remains 
subject  to  review.  Therefore,  this  re- 
qtiirement  has  been  retained  but  moved 
to  S  123.404(b).  In  additi(m,  language 
has  been  added  to  §  122.304(b)  and 
§  123.404(b)  In  order  to  clarify  that 
these  activities  are  to  be  covered  imder 
new  Institutional  health  services  subject 
to  review. 

A  commenter  pointed  out  that  if  a 
prc^nent  has  secured  arrangements 
or  c<Hnmltments  for  financing  a  new  in¬ 
stitutional  health  service,  this  might  in- 
fiuence  a  planning  agency  to  approve 
the  offering  or  devel<9ment  of  a  pro¬ 
posed  new  service:  conversely,  if  the  pro¬ 
posed  service  then  were  not  approved, 
serious  financial  losses  to  the  applicant 
might  result.  For  these  reasons,  this  ac¬ 
tion  has  been  included  in  §  123.404(b)  as 
a  predevelopment  activity  which  may 
not  be  undertaken  prior  to  a  determina¬ 
tion  of  need. 

§  122.305  and  §  123.406  Adoption  and 
public  notice  of  revicv)  procedures 
and  criteria. 

Proposed  §  122.305  and  §  123.406  set 
forth  for  the  HSAs  and  State  Agencies, 
respectively,  the  schedule  for  the  ad<9- 
tion  of  review  procedures  and  criteria 
and  the  requirements  for  publicizing  and  • 
distributing  these  procedures  and  cri¬ 
teria.  A  number  of  comments  considered 
these  sections  to  be  undue  regulation  on 
the  part  of  the  Secretary  and  one  com¬ 
menter  felt  the  sections  should  be  delet¬ 
ed.  A  furth«*  rationale  offered  for  de¬ 
letion  of  9  123.406  was  that  a  State  can 
implement  the  review  of  new  institu¬ 
tional  health  services  only  through 
existing  programs  such  as  certificate  of 
need  or  review  imder  section  1122  of  the 
Social  Security  Act,  and,  therefore,  there 
is  no  need  to  develop  and  publish  a  sep¬ 
arate  set  of  procedures  and  criteria.  An¬ 
other  c(Hnmenter  called  the  regulations 
.bmdensome  and  costly.  The  statutory 
basis  for  Inclusion  of  Uiese  sections  Is 
section  1532(a)  of  the  Act  which  re¬ 
quires  HSAs  and  State  Agencies  to  fol¬ 
low  procedures,  and  apply  criteria,  de¬ 
veloped  and  published  In  accordance 
with  regulations  of  the  Secretary.  The 
requirements  of  section  1532  apply 
equally  to  reviews  of  new  institutional 
health  services,  certificate  of  need  re¬ 
views  and  section  1122  reviews  by  HSAs 
and  State  Agencies,  and  other  reviews 
of  proposed  health  services  by  HSAs. 

One  respondent  suggested  that  the  cri¬ 
teria  for  tile  present  review  of  capital  ex¬ 
penditures  in  accordance  with  section 
1122  of  the  Social  Security  Act  should  be 
allowable  for  use  during  the  conditional 
designation  period.  Implying  that  lack  of 
adequate  time  would  require  use  of  tem¬ 
porary  measures  for  proposed  procedures 
and  criteria.  As  explained  below,  the  re¬ 
vised  time  period  will  allow  sufBclent 
time  for  devel(vment  of  procedures  and 
criteria. 

A  lai^  number  of  commentox  ex¬ 
pressed  opposition  to  the  three-month 
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time  period  for  adoption  of  procedures 
and  criteria  in  9  122.305(a)  and  9  123.406 

(a) .  As  a  result  of  these  comments,  the 
provisions  have  been  changed.  Since  the 
HSAs  are  only  recently  designated  In 
many  areas,  and  a  few  State  Agencies 
are  still  undesignated,  the  Secretary  be¬ 
lieves  It  unwise  to  require  adoption  of 
procedures  and  criteria  by  these  agencies 
in  such  a  short  period  because  tihe  HSA 
and  State  Agency  might  be  imable  to  co¬ 
ordinate  with  each  other.  The  regula¬ 
tions  governing  the  time  period  for  both 
HSA  (9  122.305)  and  State  Agency 
(§  123.406)  adoption  of  procedures  and 
criteria  have  been  revised  to  require  their 
adoption  prior  to  performance  of  the  re¬ 
view  functions.  However,  under  the  au¬ 
thority  of  sections  1515(b)  (2)  and  1521 

(b)  (2)  (A)  of  the  Act,  the  Secretary  may 
require  any  conditionally  designated 
State  Agency  or  HSA  to  adopt  review 
procedures  and  criteria  and  to  assume 
a  review  function  at  the  earliest  practi¬ 
cable  date  when  in  his  judgment  that 
agency  is  capable  of  doing  so. 

Others  suggested  allowing  a  specific 
time  period  for  interested  groups  to  com¬ 
ment  on  proposed  procedures  and  cri¬ 
teria,  and  allowing  appeals  from  pro¬ 
vider  groups  affected  (9  122.305(b)  and 
9  123.406(b)).  Neither  suggestion  was 
adopted  since  the  Secretary  believes  this 
is  inappropriate  detail  for  these  regula¬ 
tions.  The  State  Agency  and  HSA  are 
required  to  give  interested  persons  the 
opportunity  to  comment,  but  a  time  limit 
may  be  set.  Either  agency  may  also  pro¬ 
vide  for  an  appeal  if  it  desires  to  do  so. 

Several  commenters  thought  the  dis¬ 
tribution  list  in  9  122.305(b)  (1)  and 
§  123.406(b)  (1)  should  be  more  selective, 
while  others  proposed  the  addition  of 
other  persons  or  groups  to  receive  copies 
of  proposed  or  adop^  procedures  and 
criteria.  The  Secretary  agrees  that  any 
agency  which  establishes  rates  for  health 
institutions  must  receive  this  informa¬ 
tion  so  that  the  various  regulatory 
methods  may  be  coordinated.  A  provision 
has  been  added  at  9  122.305(b)  (1)  and 
9  123.406(b)  (1)  to  this  effect. 

The  requirement  at  9  122.305(b)  (2) 
and  9  123.406(b)  (2)  for  publication  of 
proposed  or  adopted  procedures  and  cri¬ 
teria  elicited  numerous  comments.  Many 
respondents  protested  the  prohibition  on 
placement  of  the  notice  in  the  legal  no¬ 
tice  or  classified  advertisement  sections 
of  the  newspaper.  Two  reasons  were 
given;  (1)  Placement  elsewhere  in  the 
paper  is  financially  prohibitive;  and  (2) 
exact  placement  of  the  notice  camiot 
always  be  assured,  nils  section  has  been 
revised  to  delete  the  prohibition  against 
the  placement  of  the  notice  in  legal  or 
classified  sections.  A  contrasting  sug¬ 
gestion  was  ttiat  publication  of  the  no¬ 
tice  be  reqtiired  once  a  week  for  three 
consecutive  weeks  in  the  classified  or 
display  ads.  This  suggestion  was  not  fol¬ 
lowed,  since  to  do  so  would  be  unneces¬ 
sarily  burdensome.  Another  comment 
suggested  that  public  notice  be  given  by 
the  Issuance  o/L  press  releases  to  all  the 
news  media  in  the  area,  nils  was  not 
adopted  because  agencies  cannot  assure 
that  press  releases  win  be  used  and  no¬ 
tice  actuaUy  given  to  the  public  by  Uiis 
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means.  One  comment  dealt  specifically 
with  the  use  of  alternative  methods  for 
providing  notice  at  proposed  procedures 
and  criteria.  The  suggestion  was  incor¬ 
porated  into  the  revised  regulaticm  by 
adding  §  122.305a>)  <3)  and  §  123.406(b) 

1 3).  which  aUow  the  HSA  or  the  State 
i^gency  to  receive  an  exception  to  this 
requirement  in  certain  instances  where 
a  .suitable  alternative  means  is  proposed. 

Other  comments  involved  suggestions 
for  post-adoption  actions.  These  ranged 
from  holding  a  public  hearing  to  give 
reasons  for  not  adopting  comments  to 
providing  for  a  written  appesd  after 
adoption.  These  suggestions  were  not  ac¬ 
cepted  because  they  limit  too  severely 
the  flexibility  of  the  agencies.  However, 
the  State  Agency  or  HSA  is  free  to  add 
these  or  other  provisions,  not  incon¬ 
sistent  with  the  regulations,  as  it  deems 
necessary. 

5  122.305. 

One  commenter  asked  for  clarification 
of  the  term  “unit  of  local  government” 
in  §  122.305(b>  (1) .  The  term  is  defined 
at  42  cm  122.1  (q) .  To  be  consistent  with 
tliis  reference,  the  term  has  been 
changed  to  “units  of  general  local  gov¬ 
ernment.” 

§  123.406  Adoption  and  public  riotice 
by  State  Agencies. 

One  commenter  noted  that  the  SHCX: 
and  one  or  more  HSAs  in  the  State  may 
not  exist  at  the  time  the  State  Agency 
adopts  its  procedures  and  criteria,  and, 
therefore,  the  regulation  should  speak 
to  this  circiunstance  in  §  123.406(b)(1). 
No  change  to  the  regulation  is  required, 
since  the  State  Agency  may  fulfill  its  re¬ 
quirement  by  distribution  to  those  agen¬ 
cies  which  exist  at  the  time  of  adoption 
and  to  the  others  upon  their  establish¬ 
ment. 

One  commenter  suggested  that  the 
public  notice  of  procedures  and  criteria 
for  a  State  Agency  serving  a  State  with 
an  interstate  standard  metropolitan 
statistical  area  should  be  published 
throughout  that  area  (S  123.406(b)  (2) ). 
The  Secretary  believes  that  sufficient 
public  notice  has  been  provided  for  In 
the  regulations  and  that  the  addition  of 
such  a  requirement  would  be  unnecessar¬ 
ily  burdensome  to  the  State  Agency. 

§  122.306  Health  systems  agency  pro¬ 
cedures;  general  comments. 

A  commenter  said  that  ihe  review  of 
HMOs  by  HSAs  must  be  more  clearly  ad¬ 
dressed  in  the  regulations  if  it  Is  to  be 
meaningful.  The  commenter  claimed 
that  existing  procedures  for  review  by 
the  Department  of  HMO  grants  would 
make  HSA  review  and  comment  redun¬ 
dant.  However,  HSAs  are  required  by 
section  1513(f)  of  the  Act  to  review  and 
make  recommendations  to  State  Agen¬ 
cies  respecting  the  need  for  new  institu¬ 
tional  health  services,  which  would  in¬ 
clude  those  provided  in  or  through 
HMOs,  as  well  as  new  HMOs  tibemselves. 
This  review  would  be  based  on  the  agen¬ 
cies*  criteria,  which  might  well  be  differ¬ 
ent  from  those  established  by  the  Secre¬ 
tary  for  reviewing  the  HMO  grant 


proposal.  The  HSAs  nonetheless  are  en¬ 
couraged  to  coordinate  their  reviews 
with  other  required  reviews  of  HMO 
proposals,  including  for  examine  their 
reviews  of  proposed  uses  of  Federal  fimds 
under  section  1513(e)  of  the  Act.  a  pro¬ 
gram  for  which  the  Secretary  will  soon 
issue  regulations. 

5  123.407  State  Agency  procedures:  gen¬ 
eral  comments. 

It  was  suggested  that  §  123.407  be  re¬ 
written  to  coincide  with  the  procedures 
for  section  1122  of  the  Social  Security 
Act.  It  is  expected  that  section  1122  re¬ 
views  and  reviews  of  new  institutional 
health  services  (including  certificate  of 
need)  will  be  closely  coordinated  at  the 
State  and  HSA  level.  In  fact,  pursuant  to 
section  1532  of  the  Act,  many  of  the  pro¬ 
cedures  for  reviews  under  section  1122 
are  identical  to  those  for  reviews  of  pro-  . 
posed  new  institutional  health  services. 
However,  since  the  authority  and  re¬ 
sponsibility  for  the  sectiOTi  1122  pro¬ 
gram  rests  with  the  Federal  (Sovemment, 
it  is  necessary  that  the  regulation  per¬ 
taining  to  this  review  provide  the  neces¬ 
sary  detail  so  that  ambiguity  and  dif¬ 
fering  state-by-state  interpretations  do 
not  exist.  With  respect  to  reviews  of  new- 
institutional  health  services,  the  Secre¬ 
tary’s  intent  is  to  provide  minimum  regu¬ 
lations  in  order  to  allow  States  and 
HSAs  as  much  flexibility  as  possible  in 
developing  their  own  review  programs  to 
meet  State  and  local  needs. 

?  122.306(a)  and  §  128.407(a)  Health 
systems  agency  and  State  Agency 
procedures;  general  comments. 

Many  commenters  objected  to  the  du¬ 
plicate  procedural  requirements  found  in 
§  122.306(a)  for  HSAs  and  §  123.407(a) 
for  State  Agencies.  While  sectimi  1532(a) 
of  the  Act  directs  each  of  these  agencies 
to  make  provisions  for  carrsdng  out  all 
the  procedural  reqviirements  listed  in 
section  1532(b),  the  Secretary  recog¬ 
nizes  that  four  of  these  procedural  re- 
qulremoits  need  not  be  actually  per¬ 
formed  by  both  agencies  in  order  to 
achieve  the  results  required  by  the  Act. 
For  this  reason,  paragraph  (c)  was  added 
to  S  122.306  to  relieve  HSAs  of  the  re¬ 
quirement  of  §  122.306(a)  (1)  for  written 
notification  of  the  beginning  erf  a  review, 
if  the  State  Agency,  in  performing  its 
fxmetion  under  1  123.407(a)(1)  gives 
such  notification.  Also  §  122.306(d>  and 
§  123.407(c)  were  added  to  permit  the 
HSA  and  State  Agency  to  coordinate  the 
three  fimctions  listed  so  that  if  one 
agency  provides  for  performance  of  the 
fimction,  the  other  agency  is  not  required 
to  do  so.  These  three  functions  are  those 
of  requiring  certain  information  from 
persons  subject  to  review;  sulxnission  of 
periodic  reports  by  providers  and  others 
respecting  development  of  proposals  sub¬ 
ject  to  review:  and  submission  of  letters 
of  intent  in  the  case  of  ccmstruction  proj- 
,  ects.  In  additiem,  the  HSA's  provision  of 
the  opportunity  for  a  public  hearing  dur¬ 
ing  the  course  of  review  may  satisfy  this 
required  procedure  for  the  State  Agency, 
if  the  State  progi-am  so  ^)eclfie6. 


§  123.407(&)  Procedure  of  agencies  dele¬ 
gated  State  Agency  functions. 

A  comment  was  received  suggesting  the 
inclusion  of  language  referring  to  tlie 
procedures  adopted  and  utilized  by  agen¬ 
cies  other  than  the  State  Agency,  when 
such  fimctions  are  delegated  to  such 
agencies  in  accordance  with  §  123.107.  It 
is  anticipated  that  appropriate  language 
will  be  added  to  §  123.1  (when  Subpart  A 
of  Part  123  is  finally  adopted)  to  require 
that  reference  to  the  State  Agency  w’ith 
respect  to  a  particular  function  shall  be 
deemed  reference  to  the  agency  which  is 
performing  that  function  under  an  ap¬ 
propriate  agreement  with  the  State 
Agency. 

t  122.306(a>  (1)  and  ^  123.407(a^  i  1> 

Notification  of  the  beginning  of  a  re- 

vieio  by  health  systems  agencies  and 

State  Agencies. 

Several  commenters  suggested  that  the 
notification  of  the  beginning  of  a  review 
by  the  HSA  or  State  Agency  should  be 
made  only  upon  receipt  of  a  completed 
application.  The  Secretary  believes  that 
this  matter  is  best  left  to  the  agencies  to 
address  in  their  published  procedures. 

P\irther,  the  Secretary,  in  order  to  pre¬ 
vent  confusion,  has  defined  the  “date  of 
notification”  for  purposes  of  §  122.306(a) 
(1)  and  §  123.407(a)  (1)  to  mean  the  date 
on  which  notice  to  affected  persons  is 
sent  or  the  date  on  which  notification 
appears  in  the  newspaper,  whichever  date 
is  later. 

Several  comments  suggested  that  the 
minimum  30-day  period,  required  to  be 
allowed  for  affected  persons  to  request 
a  public  hearing,  may  be  too  long  in 
emergency  situations.  In  response,  the 
parenthetical  phrase,  “which  period  may 
not  be  less  than  30  days  from  the  date 
of  the  written  notificatiem  inquired  by 
this  subparagraph,”  has  been  deleted 
from  §  122.306(a)  (1)  and  §  123.407(a) 
(1).  SecUon  122.306(a)(7)  and  §  123.407 
(a)(7),  dealing  with  public  hearings  in 
the  course  of  agency  review,  have  been* 
modified  to  provide  that  such  hearings 
must  be  held  within  a  reasonable  period 
from  the  date  of  written  notification  to 
affected  persons  of  the  beginning  of  a 
review. 

Other  commenters  recommended  per¬ 
mitting  the  legal  notices  section  of  a 
newspaper  to  be  fee  medium  for  notify¬ 
ing  “affected  persems.”  Sections  122.306 
(a)(1)  and  123.407(a)(1)  require  the 
HSA  and  State  Agency  to  notify  mem¬ 
bers  of  fee  public  through  newspapers  of 
general  circulation  but  do  not  specify 
fee  particular  section  of  the  newspaper. 
Thus,  there  is  no  need  to  change  this 
language. 

Several  commenters  requested  that 
certain  groups  be  specifically  mentioned 
in  fee  definition  of  “affected  persons”  in 
§  122.306(a)  (1)  and  §  123.407(a)  (1>. 
Among  the  organizations  proposed  to  be 
included  were  hospital  coimcils.  Medi¬ 
care  fiscal  Intermediaries,  and  PSROs. 
These  organizations  have  not  been 
named,  but  fee  Secretary  did  consider  it 
necessary  to  include  specific  mention  of 
any  agency  which  establishes  rates  for 
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health  institutions,  so  that  the  various 
regulatory  methods  may  be  coordinated. 
Accordingly,  language  has  been  added  at 
§  123.407(a)  (1)  to  Include  such  agencies 
In  the  lists  of  "affected  persons”  who  re¬ 
ceive  notification  of  the  schedule  for  re¬ 
view.  In  addition,  HSAs  and  State  agen¬ 
cies  may  expand  this  minimum  definition 
to  Include  other  individuals  and  orga¬ 
nizations. 

It  was  also  suggested  by  several  com- 
menters  that  notification  to  “affected 
persons”  should  be  allowed  by  means 
other  than  direct  mail.  As  Indicated  in 
§  122.306(a)(1)  and  8  123.407(a)(1)  of 
the  regulations,  these  persons  may  be 
notified  through  a  re^ar  system  of 
mailed  notices,  such  as  newsletters, 
rather  than  by  individual  letters  an¬ 
nouncing  single  reviews. 

One  commenter  suggested  stronger 
language  to  encourage  increased  utiliza¬ 
tion  of  newspapers  for  public  notice.  The 
Secretary  has  determined  that  the  pres¬ 
ent  language  adequately  carries  out  the 
intent  of  the  statute. 

A  comment  was  received  requesting 
the  inclusion  of  language  to  allow  notice 
through  other  communications  media,  in 
addition  to  newspapers  of  general  circu¬ 
lation.  However,  such  additional  notice 
is  not  prohibited  by  the  language  of 
S  122.306(a)  (1)  and  8  123.407(a)  (1). 

S  122.306(a)  (1)  Notification  of  the 
beginning  of  a  review  by  health  sys¬ 
tems  agencies. 

One  commenter  suggested  that  the 
responsibility  for  WTitten  notification  to 
affected  persons  be  placed  upon  the  ap¬ 
plicant,  rather  than  upon  the  HSA.  Sec¬ 
tion  1532(b)(1)  of  the  statute  requires 
only  that  each  HSA  and  State  Agency  in¬ 
clude  in  its  procedures  a  requirement  for 
written  nptice  to  affected  persons.  The 
Secretary  believes  that  the  assignment  of 
resfxinsibility  for  this  notification  is 
more  properly  dealt  with  by  HSAs  and 
State  Agencies  as  they  develop  review 
procedures,  than  by  Federal  regiilation. 

5  122.306(a)  (2)  and  §  123. 407(a)  (2) 
Health  systems  agency  and  State 
Agency  schedules  for  review. 

Comments  were  received  recommend¬ 
ing  that  schedules  for  reviews  by  the  HSA 
and  State  Agency  of  new  institutional 
health  services  consist  of  two  separate 
90-day  review  periods,  rather  than  the 
single  90-day  period  required  in  8  122.306 
(a)  (2)  and  8  123.407(a)  (2)  of  the  pro¬ 
posed  regulations.  Ebcperience  with  the 
section  1122  program  suggests  that  a 
90-day  period  is  usually  adequate  to  com¬ 
plete  the  review.  In  any  case,  the  re¬ 
quirement  is  that  it  be  90  days  “to  the  ex¬ 
tent  practicable.”  Finally,  there  is  no 
legislative  history  to  suggest  that  Con¬ 
gress  intended  a  180-day  period  of  review 
for  each  new  pr<MX)sed  service.  The  180- 
day  period  is  longer  than  the  review  pe¬ 
riod  normally  found  in  State  certificate 
of  need  programs,  and  it  could  represent 
a  substantial  and  costly  delay  to  the 
proponent  of  a  new  institutional  health 
service.  For  these  reasons  this  proposal 
has  not  been  accepted. 


Ssveral  rommcn'crs  recommended 
ill  at  a  concurrent  review  be  required  by 
the  HSA  and  State  Agency.  Other  com- 
menters  suggested  that  a  secpiential  re¬ 
view  be  mandated.  The  regulation 
specifies  neither,  and  therefore,  allows 
either  type  of  review  to  take  place  within 
the  required  time  period. 

One  comment  was  received  suggesting 
that  the  review  by  the  State  Agency  and 
HSA  be  a  joint  review,  or  that  the  State 
Agency  wraive  its  option  to  review  pro¬ 
posals.  This  suggestion  is  contrary  to 
the  statute,  which  requires  distinct  re¬ 
views  by  the  HSA  (section  1513(f))  and 
the  State  Agency  (sections  1523(a)  (4) 
(b)  and  1523(a)(5))  of  proposed  new 
institutional  health  services. 

Several  comments  were  received  re¬ 
questing  clarifi(;ation  of  those  activities 
which  must  be  performed  within  the  90- 
day  review  period.  In  response,  the  Secre¬ 
tary  expects  that  agencies  will  have 
reached  a  decision,  pursuant  to  their 
adopted  procedures,  within  the  90-day 
review  period.  The  Secretary  notes  that 
a  public  hearing  for  good  caase  shown 
occurs  subsequent  to  a  decision,  and 
therefore  is  excluded  from  this  90 -day 
time  frame.  Fiirther,  he  notes  that 
§  123.407(a)  (2)  requires  agencies  to  adopt 
criteria  for  determining  when  it  would 
not  be  practicable  to  limit  a  review  to  90- 
days;  and  that  it  is  likely  that  these 
criteria  wdll  Include  provision  for  those 
occasions  when  a  public  hearing  during 
the  course  of  a  review  extends  beyond 
the  usual  time.  He  further  notes  that  the 
period  allotted  for  HSA  review  may  not 
be  reduced  beyond  60-days  without  the 
written  consent  of  the  HSAs. 

Section  123.407 (.a)  (2)  Stale  Agency 
schedules  for  reviews. 

Several  comments  were  received  sug¬ 
gesting  modifications  that  would  extend 
the  90-day  review  period.  However,  the 
present  language  already  provides  the 
opportunity  for  the  State  Agency  to  ex¬ 
tend  the  review  period  based  upon  cri¬ 
teria  it  establishes  for  determining  that 
the  90-day  review  period  is  not  practi¬ 
cable. 

A  recommendation  was  also  received 
that  when  a  decision  by  a  State  Agency 
is  not  rendered  within  the  90-day  review 
peri(xl,  the  proposal  shall  be  deemed  to 
have  been  approved.  The  language  of  the 
statute  does  not  allow  this,  as  section 
1523(a)  (4)  requires  that  the  State  cer¬ 
tificate  of  need  program  provide  that 
"(Mily  those  services,  facilities  and  or¬ 
ganizations  found  to  be  needed  shall  be 
offered  or  developed.  *  •  Therefore, 
provision  has  been  made  at  §  123.407(a) 

( 15)  for  cases  where  a  proposal  for  a  new 
institutional  health  service  has  not  been 
reviewed  in  the  appn^irlate  period.  The 
proposal  then  is  deemed  to  have  been 
foimd  by  the  State  Agency  not  to  be 
needed. 

Two  comments  concerned  cases  in 
which  an  HSA  would  not  make  a  rec<xn- 
mendatlon  to  the  State  Agency  within 
the  time  allotted  by  the  State  Agency  for 
its  review.  One  commenter  recommended 
that  States  should  be  able  to  act  on  the 
application  without  waiting  for  the  HSA 


recommendation,  while  the  other  felt 
that  the  State  should  not  be  able  to  make 
a  final  decision  until  it  has  received  the 
recommendation.  Section  1523(a)  (4)  and 
1523(a)(5)  of  the  statute  and  §123.- 
403(b)  of  the  regulation  require  the  State 
Agency  to  consider  the  recommendation 
of  the  HSA  in  conducting  its  review. 
However,  if  the  HSA  does  not  make  a 
recommendation  in  the  allotted  period 
of  time,  the  State  Agency  must  make  a 
decision  by  the  end  of  its  review  period 
without  waiting  for  the  HSA  recom¬ 
mendation.  It  should  be  noted,  however, 
that  an  HSA  has  the  obligation  imder 
the  statute  to  make  recommendations 
within  the  appropriate  period. 

Some  commenters  asked  about  co¬ 
ordination  of  procediues  and  review  time 
periods  between  HSAs  and  State  Agen¬ 
cies.  The  Secretary  notes  that  §  122.306 
(a)  (2)  (i)  of  the  regulations  requires  that 
reviews  pursuant  to  section  1513(g)  of 
the  Act  shall  not  take  longer  than  the 
period  specified  by  the  State  Agency  in 
accordance  with  42  CFR  123.407(a)(2). 
This  provisiem  is  necessary  in  order  that 
tlie  State  Agency  have  the  necessary 
flexibility  to  obtain  HSA  recommenda¬ 
tions  on  certain  types  of  reviews  (for  ex¬ 
ample,  reviews  under  section  1122,  which 
are  governed  by  the  provisions  of  42  CFR 
100). 

^  122.306(a)  (3)  and  §  123.407(a)  <3) 
Submission  of  information  by  per¬ 
sons  subject  to  review  to  health  sys¬ 
tems  agencies  and  State  Agencies. 

A  comment  was  received  which  urged 
language  allowing  an  applicant  to  make 
minor  revisions  in  a  submitted  applica¬ 
tion  during  the  course  of  review  if  these 
revisions  would  not  change  the  some  or 
content  of  the  application.  Others  sug¬ 
gested  that  the  Secretary  remove  pro¬ 
visions  in  the  proposed  rules  allowing 
amendment  of  proposals  during  a  review 
cycle.  The  Secretary  has  decided  that 
this  issue  should  be  left  to  the  individual 
States  for  resolutiem. 

lather,  an  addition  has  been  made  to 
these  subparagraphs  to  clarify  the  regu¬ 
lation  on  the  types  of  information  which 
agencies  may  request.  The  addition  per¬ 
mits  agencies  to  vary  the  Informational 
requirements  according  to  the  purpose 
for  w^hich  a  particular  review  is  con¬ 
ducted  or  the  tsrpe  of  health  service  being 
reviewed,  provided  that  the  HSAs  and 
State  Agencies  may  require  no  informa¬ 
tion  of  person  subject  to  review'  which  Ir 
not  prescribed  and  published  a.s  being 
required  for  that  type  of  review. 

§  122. 306 (a)  (3)  Submission  of  infor¬ 
mation  lo  health  systems  agencies 

Several  commenters  suggested  modi¬ 
fications  to  the  requirement,  that  HSAs 
prescribe  and  publish  a  description  of  the 
types  of  Information  they  will  require 
from  persons  subject  to  review'.  Tlie  pro¬ 
posed  rules  did  not  contain  such  a  re¬ 
quirement.  However,  the  Secretary  has 
decided  that  this  subparagraph  should 
be  changed  to  require  HSAs  to  prescribe 
and  publish  a  description  of  the  type  of 
Information  that  is  required,  in  addition 
to  its  form  and  manner. 
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§  12ZA07(a)  (3)  Submission  of  infor¬ 
mation  to  State  agencies. 

Other  commenters  suggested  that  the 
State  Agency  prescribe  the  information 
to  be  submitted  to  the  HSA  as  well  as 
itself  for  review  purposes.  The  Secretary 
has  decided  not  to  require  this.  However, 
in  §  122.107(c)  (14)  of  the  regulation  gov¬ 
erning  HSAs,  these  agencies  are  required 
to  make  their  recommendations  to  State 
Agencies  in  accordance  with  the  proce¬ 
dural  requirements  devdoped  by  the 
State  Agency.  In  other  matters,  the  Sec¬ 
retary  encourages  coordination  between 
the  State  Agency  and  the  HSAs  within 
the  State,  in  this  and  all  other  review 
procedures.  In  fact,  provision  has  been 
made  at  §  122.306  (c)  and  (d) ,  and  §  123.- 
407(c),  to  allow  agencies  to  coordinate 
performance  of  certain  functions  in 
order  to  avoid  unnecessary  duplication  of 
effort  (see  the  discussion  imder  those 
sections  of  the  Preamble) .  The  submis¬ 
sion  of  required  information  to  the 
State  Agency  is  a  procedure  which  need 
not  be  performed  at  both  the  State 
Agency  and  HSA  level  if  one  agency  pro¬ 
vides  for  performance  of  this  function. 

§  122.306ia)  (4)  and  §  123.407(.a)  (4) 
Submission  of  periodic  reports  by 
persons  subject  to  review  to  health 
systems  agencies  and  State  Agencies. 

Several  commenters  suggested  that  an 
institution’s  long-term  plan  should  be 
deemed  sufficient  to  meet  the  require¬ 
ment  for  “periodic  reports”  which  must 
be  submitted  to  the  health  systems 
agency  and  the’ State  Agency.  It  is  the 
responsibility  of  the  HSA  and  the  State 
Agency  to  determine  the  form  of  periodic 
report  required,  and  they  may  consider 
such  plans  acceptable.  Several  com¬ 
menters  suggested  that  these  provisions 
for  periodic  reports  be  deleted,  but  they 
are  required  by  section  1532(b)  (5)  of  the 
Act  and  cannot  be  deleted. 

Several  commenters  expressed  concern 
with  the  content  and  timing  of  the  sub¬ 
mission  of  periodic  reports  required  by 
both  the  State  Agency  and  HSA  and 
suggested  a  coordinated,  common  report¬ 
ing  system.  As  is  the  case  with  certain 
other  procedures,  §  122.306(d)  and 
§  123.407(c)  permit  coordination  between 
'  the  State  Agency  and  the  HSA;  there  is, 
however,  no  requirement  for  it  in  the 
regulation. 

^  122.306(a)  (5)  and  §  123.407(a)  (5) 
Provisions  for  written  findings  by 
health  systems  agencies  and  State 
Agencies. 

A  comment  was  received  suggesting 
that  HSAs  contiguous  to  the  health  serv¬ 
ice  area  in  which  the  pr(HX>sed  institu¬ 
tional  health  service  is  to  be  located  be 
included  among  parties  required  to  re¬ 
ceive  written  findings.  The  Secretary 
does  not  find  this  additional  require¬ 
ment  to  be  necessary,  since  a  contiguous 
HSA  must  be  given  notice  of  the  begin¬ 
ning  of  a  review  and  may  then  request  a 
copy  of  the  written  findings,  if  it  wishes 
to  do  so. 

Section  123.407(a)  (5)  has  been  revised 
to  make  it  clear  that  If  a  State  hgexwj 
wishes  to  attach  conditions  to  Its  recom¬ 


mendation  or  decision,  it  may  do  so  as 
long  as  the  established  State  program 
permits  conditions' to  be  attached.  Sec¬ 
tion  122.306(a)  (5)  now  provides  HSAs 
may  attach  conditions  if  the  State  pro¬ 
gram  does  not  prohibit  such  a  procedure. 

§  122.306(a)  (5)  Provision  for  written 
findings  by  health  systems  agencies. 

One  comment  was  received  asking  for 
correction  of  the  section  references  with¬ 
in  the  parenthetical  clause  to  §  122.309, 
and  the  correction  has  been  made. 

Many  commenters  requested  deletion 
of  the  words  “final  decision  of”  from  this 
subparagraph  on  grounds  that  HSAs 
make  only  recommendations,  not  deci¬ 
sions.  The  phrase  has  been  retained  for 
reasons  explained  below  in  the  discussion 
of  §  122.306(a)(8). 

1  1 22. 306 la)  (7)  and  %  123.407(a)  (7) 

Provision  for  public  hearing  in  the 
course  of  agency  review  by  health 
systems  agencies  and  State  Agencies. 

Several  comments  were  received  on  the 
minimum  definition  to  “persons  directly 
affected”  who  are,  therefore,  entitled  to 
request  a  public  hearing  in  the  course  of 
agency  review.  Many  felt  that  the  defini¬ 
tion  was  too  broad  and  that  certain  ele¬ 
ments  of  the  definition  should  be  deleted 
to  give  more  flexilibility  to  the  HSA  and 
State  Agency.  Others  commented  that 
the  definition  should  include  mentlmi  of 
specific  groups,  such  as  Medicare  inter¬ 
mediaries,  health  care  providers  within 
the  region  served,  or  public  elected  offi¬ 
cials,  either  in  addition  to,  or  in  place 
of,  current  elements  of  the  definition. 
The  Secretary  has  determined  that  any 
agencies  which  establish  rates  for  health 
care  facilities  or  HMOs  in  the  State  or 
health  service  area  should  be  included  in 
this  definition.  Furthermore,  HSAs  or 
State  Agencies  may  expand  the  definition 
in  their  adopted  procedures. 

Several  comments  stated  that  the  term 
“hearing”  in  many  States  requires  spe¬ 
cial  treatment  imder  State  law  and  sug¬ 
gested  that  a  less  formal  term  be  used, 
such  as  “public  meeting.”  The  term 
“hearing”  is  retained  in  §122.306(a)  (7) 
and  §  123.407(a)  (7)  and  (8),  since  it  is 
the  term  used  in  section  1532(b)(8)  of 
the  Act.  A  comment  was  also  received 
recommending  that  the  regulation  pro¬ 
vide  for  the  following:  right  to  repre¬ 
sentation  by  counsel;  right  to  require  the 
availability  of  documents;  written  rec¬ 
ords  of  hearings;  pre-hearing  discovery, 
and  pre -hearing  conference;  and  receipt 
of  testimony  under  oath.  However,  speci¬ 
fication  of  the  degree  of  formality  of  the 
hearing  has  been  left  to  the  agency’s 
procedures. 

Other  commenters  objected  to  repeti¬ 
tive  public  hearings  and  asked  that  this 
paragraph  be  deleted.  Some  ccunmenters 
felt  that  a  single  hearing  should  be  held 
by  the  HSA  while  others  were  of  the 
oi^ion  that  only  the  State  Agency 
should  hold  a  public  hearing.  Sectlmi 
1532(b)  (8)  of  the  statute  requires,  how¬ 
ever.  that  each  agency  mate  provlsi<Mi 
for  public  hearings  In  tiie  course  of 
agency  review.  It  should  be  noted,  how¬ 
ever,  that  nothing  in  this  regulatl<m  re¬ 


quires  more  than  a  single  public  hearing 
for  a  proposed  new  institutional  health 
service,  and  nothing  in  it  prohibits  the 
holding  of  a  single  public  hearing  for 
consideration  of  more  than  one  new  in¬ 
stitutional  health  service  proposal.  The 
regulations  explicitly  provide  at  §  123.407 
(a)  (7)  (ii)  that  the  State  Agency  may 
consider  the  provision  of  an  oppiHtunity 
for  a  public  hearing  by  the  HSA  as  satis¬ 
fying  the  State  Agency  requirMnent. 

One  comment  was  received  asking  that 
the  public  be  allowed  to  comment  at 
meetings  at  which  the  application  is 
scheduled  for  discussion  or  other  action. 
All  business  meetings  of  the  HSA  and 
State  Agency  must  be  open  to  the  public 
and.  should  the  HSA  or  State  Agency 
decide  to  use  the  meeting  at  which  the 
aiH>lication  is  reviewed  as  a  public  hear¬ 
ing  for  the  purpose  of  accepting  com¬ 
ments,  it  may  do  so.  TTie  regulations  pro¬ 
vide  that  the  procedure  for  such  a  public 
hearing  must  permit  any  person  to  pre¬ 
sent  testimony. 

Some  commenters  asked,  without  spec¬ 
ifying  any  details,  that  persons  request¬ 
ing  a  hearing  sixnetimee  be  required  to 
bear  the  cost  of  the  hearing.  HSAs  and 
State  Agencies  are  funded  for  the  pur¬ 
pose  of  carrying  out  certain  functions, 
including  the  provision  of  an  (H>portunlty 
for  public  hearing.  Ihe  Secretm^  feels 
that  for  agencies  to  charge  fees  expressly 
for  conducting  public  hearings  would  un¬ 
duly  restrict  public  participation,  con¬ 
trary  to  the  Intent  of  the  Act.  The 
regiilations  have  been  revised  at  $  122.306 
(a)(7),  §  122.306(a)  (8),  §  123.407(a)  (7) 
and  §  123.407(a)  (8)  so  as  to  prohibit 
State  Agencies  and  HSAs  from  imposing 
fees  for  hearings  requested  by  “persons 
directly  affected”  or  hearings  for  “good 
cause  showm.”  This,  of  course,  does  not 
preclude  a  State’s  requiring  an  applica¬ 
tion  fee  in  its  certificate  of  need  program, 
even  though  the  review  process  may  en¬ 
tail  a  hearing. 

One  commenter  proposed  that  the  pro- 
cediu-es  for  holding  hearings  coincide 
with  procedures  in  the  section  1122  reg¬ 
ulation.  The  regulations  permit,  but  do 
not  require,  the  HSA  or  State  Agency  to 
develop  the  procedures  for  hearings  to 
coincide  with  the  section  1122  hearing 
procedures. 

Several  comments  were  received  re¬ 
garding  procedures  for  presenting  testi¬ 
mony.  Some  contended  that  time  limits 
should  be  set  for  each  person  prc^xising 
to  testify  and  that  groups  should  be  re¬ 
quested  to  provide  a  single  speaker. 
Others  urged  that  a  notice  of  intent  to 
give  testimony  be  required  prior  to  the 
public  hearing,  wuth  Uie  applicant  being 
furnished  a  list  of  those  to  testify.  Still 
others  sought  clarificaticxi  as  to  whether 
written  testimony  would  satisfy  the  re¬ 
quirement  of  a  public  hearing.  The  regu¬ 
lations  leave  procedural  details  of  this 
nature  to  the  HSA  and  State  Agency  and 
do  not  preclude  any  of  the  above.  As 
stated  above,  i  122.306(a)  (7)  (for  HSAs) 
and  S  123.407(a)  (7)  (for  State  Agen¬ 
cies)  provide  that  there  must  be  an  oi>- 
portunity  tor  an  open  puUle  hearing,  ak 
which  any  person  may  present  testimony. 
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Conmients  were  received  asking  that 
there  be  clarillcation  as  to  the  notice  of 
pviblic  hearings  during  the  review.  Hie 
regulations  provide  for  the  HSA  and 
State  Agency  to  develop  the  procedure  to 
be  used  to  notify  persons  of  public  hear¬ 
ings,  and  this  procedure  is  required  to  be 
provided  in  the  notification  of  the  begin¬ 
ning  of  a  review  pursuant  to  §  122.306 
(  a*>  (1)  and  §  123.407(a)  (1). 

A  comment  -was  received  questioning 
the  purpose  and  procedure  for  holding 
a  public  hearing  prior  to  final  decision 
or  recomendation  on  the  proposaL  Sec¬ 
tion  1532(b)(8)  of  the  statute  provides 
for  each  agency  to  permit  a  directly  af¬ 
fected  person  to  request  a  public  hear¬ 
ing;  the  purpose  of  this  provision  is  to  al¬ 
low  such  persons  who  may  be  affected  by 
the  proposal  to  have,  prior  to  any  final 
decision  or  recommendations,  a  forum 
for  presenting  facts  and  expressing  their 
opinions.  The  hearing  for  good  cause 
shown,  which  Is  to  reconsider  a  decision 
after  it  is  made,  would  not  achieve  this 
purpose. 

i  122.306(a)  (7)  Provision  for  public 
hearing  in-  the  course  of  agency  re¬ 
view  by  health  systems  agencies. 

Several  coments  were  received  recom¬ 
mending  that  the  HSA  be  required  rou¬ 
tinely  to  hold  a  public  hearing  during  the 
process  of  each  review.  The  statute  re¬ 
quires  only  that  a  hearing  be  held  if  re¬ 
quested  by  a  person  directly  affected; 
however,  toe  HSA  is  not  precluded  from 
routinely  holding  such  hearings. 

Several  comments  were  also  received 
asking  that  the  HSA  be  required  to  de- 
vdop  criteria  delineating  the  circum¬ 
stances  under  which  the  application 
would  receive  a  public  hearing.  Others 
asked  that  the  HSA  be  required  to  make 
a  determination  within  set  time  limits 
dxirlng  the  review  period  as  to  whether 
an  application  would  receive  a  public 
hearing.  Still  others  asked  for  the  In¬ 
clusion  of  a  definition  of  “good  cause” 
and  that  a  minimum  number  of  requests 
be  received  in  order  for  a  hearing  to  be 
reqifired.  As  mentioned  above,  the  stat¬ 
ute  requires  that  there  be  a  hearing  dur¬ 
ing  the  course  of  review  if  requested  by 
persons  directly  affected  by  the  review, 
ffiie  procedures  must  pro^dde  for  time 
frames  within  which  toe  request  for 
pxtollc  hearings  may  be  made  and  time 
frames  for  the  holding  of  such  hearings 
prior  to  toe  due  date  of  toe  HSA’s  reccan- 
mendations.  The  HSA  may  develop  other 
procedures  to  implement  toe  public 
hearing  provision  as  long  as  such  pro¬ 
cedures  do  not  restrict  toe  ability  of  any 
person  directly  affected  by  the  review  to 
request  a  public  hearing,  or  relieve  toe 
HSA  of  the  responsibility  for  holding 
one. 

The  phrase  “health  care  facilities  and 
health  maintenance  organizations  lo¬ 
cated  In  the  health  service  areas  of  toe 
agency  which  provide  services  similar  to 
toe  proposed  services  under  review”  in 
§  122.306(a)  (7)  was  accidentally  re¬ 
peated.  The  repetitive  phrase  has  now- 
been  deleted, 

A  comment  was  received  noting  that 
S  123.407(a)  (7),  concerning  State  Agen¬ 
cies.  Included  the  words  “one  or  more” 


preceding  “persons  directly  affected” 
while  §  122.306(a)  (7),  concerning  HSAs, 
did  not'  For  consistency,  toe  words  “one 
or  more”  have  been  added  to  the  latter 
section. 

1  123.407(a)(7)  Provision  for  public 
hearing  in  the  course  of  agency  re¬ 
view  by  State  Agencies. 

Several  comments  were  received  sug¬ 
gesting  that  the  State  Agency  not  be  re¬ 
quired  to  hold  a  public  hearing  if  the 
HSA  had  provided  the  opportimity  for  a 
public  hearing.  The  regulations  now  pro¬ 
vide  at  §  122.306(d)  and  §  123.407(c) 
that  when  an  opportunity  for  a  public 
hearing  is  provided  by  the  appropriate 
HSA,  the  State  Agency  is  not  required  to 
hold  such  a  hearing,  if  its  procedures 
so  state.  However,  language  has  been 
added  to  the  regulations  stating  that 
where  the  HSA  did  not  provide  the  op¬ 
portunity  for  a'pubUc  hearing  to  a  per¬ 
son  defined  as  “directly  affected”  by  the 
State  Agency  due  to  a  difference  in  defi¬ 
nition  of  “persons  directly  affected,” 
the  State  Agency  must  provide  such  an 
opportunity  to  that  person.  The  para¬ 
graph  has  been  modified  to  include  this 
requirement. 

A  comment  was  received  stating  that 
there  should  be  a  mandatory  public 
hearing  on  all  inpatient  applications. 
While  the  regulations  do  not  require  such 
action,  there  is  nothing  in  the  regula¬ 
tion  to  prevent  the  State  Agency  (or 
HSA)  from  adopting  procedures  man¬ 
dating  a  public  hearing  in  the  case  of 
applications  for  inpatient  services. 

1  122.306(a)(8)  and  %  123.407(a)  (8) 
Provision  for  public  hearing  for  re¬ 
view  of  health  systems  agency  and 
State  Agency  decision. 

Several  comments  were  received  con¬ 
cerning  toe  term  “good  cause  shown.” 
One  commenter  recommended  that  the 
term  “good  cause”  be  replaced  by  “on 
grounds  of  arbitrary  or  capricious”  ac¬ 
tion-  This  suggestion  has  not  been  ac¬ 
cepted  because  the  statute  uses  the  term 
“good  cause.”  Still  another  commenter 
requested  that  toe  definition  be  made 
more  exact.  This  is  considered  unneces¬ 
sary  because  toe  agencies  are  expected 
to  give  any  needed  clarity  to  this  re¬ 
quirement  in  their  adopted  procediures. 

Several  commenters  also  recom¬ 
mended  that  this  section  be  deleted  and 
replaced  by  a  provision  for  a  public  hear¬ 
ing  held  during,  rather  than  after,  toe 
review  process.  Section  122.306 (a'  (7)  (in 
the  case  of  HSAs)  and  §  123.407(a)(7) 
(in  toe  case  of  State  Agencies)  provide 
for  pubhc  hearings  during  toe  review  if 
requested  by  persons  directly  affected  by 
a- proposal.  The  Act  requires  an  addi¬ 
tional  hearing  after  toe  agency  decision 
if  requested  by  any  person  who  has 
shown  good  cause.  However,  because  re¬ 
views  of  proposed  new  institutional 
health  services  under  section  1513(f) ,  re¬ 
sult  in  “recommendations”,  not  “deci¬ 
sions”,  by  HSAs,  toe  requirement  for  a 
post-decision  hearing  does  not  apply  to 
these  reviews. 

Other  comments  sought  specific  time 
limits  for  requesting  and  holding  hear¬ 


ings  for  good  cause  shovn  in  order  that 
decisions  would  not  indefinitely  remain 
under  a  cloud  of  doubt.  To  avoid  this 
ix)ssibllity,  the  Secretary  has  amended 
§  122.306(a)  (8)  and  §  123.407(a)  (8). 
Section  123.407(a)  (8)  now  requires  toat 
to  be  effective,  requests  for  hearings  must 
be  received  within  thirty  days  of  an 
agency  decision  and  that  the  hearing 
shall  commence  within  thirty  days  of 
receipt  of  such  a  request.  However, 
where  the  State  law  governing  the  prac¬ 
tices  and  procedures  of  administrative 
agencies  provides  for  different  time  pe¬ 
riods,  the  latter  shall  govern. 

One  comment  was  received  requesting 
that  the  term  “any  person”  as  used  in 
this  paragraph  be  defined  to  include  only 
those  persons  who  participated  in  pub¬ 
lic  hearings  during  the  review  process. 
Other  comments  were  received  request¬ 
ing  that  where  a  proposal  by  an  HMO 
has  been  reviewed,  toe  apidicant  HMO 
is  the  only  person  who  should  be  able  to 
request  a  puWic  hearing  for  good  cause 
shown  for  review  of  a  decision.  These 
recommendations  were  imacceptable 
cause  the  term  “any  person”  is  taken 
from  the  statute,  and  toe  Secretary  has 
no  basis  for  r^ricting  its  literal  defini¬ 
tion. 

Several  comments  were  received  ask¬ 
ing  that  a  request  for  a  public  hem-ing 
for  the  purpose  of  reviewing  a  decision 
regarding  an  HMO  be  completed  within 
30  das^  from  receipt  of  the  request.  As 
noted  above,  time  linaits  have  now  been 
placed  on  the  review  of  an  agency  de¬ 
cision.  Further,  as  has  been  explained 
in  the  Preamble  discussion  of  §  122.308 
and  §  123.409,  the  HSA  and  State  Agency 
are  encouraged  to  consider  toe  time  re¬ 
quirements  of  those  HMOs  which  are  re¬ 
ceiving  or  requesting  Federal  assistance. 

Comments  were  received  noting  that 
the  proposed  regulations  contained  no 
notification  requirement  for  holding  a 
public  hearing  for  the  purpose  of  review¬ 
ing  a  decision;  they  also  recommended 
toat  the  regulations  Include  minimum 
notice  requirements.  TTils  reccKnmenda- 
tion  was  accepted,  and  the  language  re¬ 
quiring  notification  has  been  added  in 
5  122.306(a)  (8)  and  5  123.407(a)  (8) . 

Several  comments  requested  clarifica¬ 
tion  concerning  which  procedural  re¬ 
quirements  might  be  applicable  to  a  re¬ 
viewed  decision.  In  response,  S  122.306 
(a)  (8)  now  states  that  a  renewed  de¬ 
cision  imder  that  paragraph  shall  be 
considered  a  decision  of  the  HSA  and 
shall  be  subject  to  the  requirements  of 
§  122.306(a)  (5),  (6)  and  (9),  regarding 
written  findings,  notification  of  status 
and  results  of  reviews,  and  publication 
of  reports  of  reviews.  A  similar,  but  ex¬ 
tended,  provision  has  also  been  added  to 
§  123.407(a)  (8) ,  which  pertains  to  the 
State  Agency. 

In  addition,  several  commenters  asked 
for  clarification  of  who  determines  toat 
“good  cause”  has  been  shown  in  order  to 
require  review  of  a  decision  regarding 
toe  need  for  a  new  institutional  health 
service.  In  the  case  of  State  Agency  de¬ 
cisions,  it  is  the  State  Agency  toat  de¬ 
termines  whether  “good  cause”  is  shown, 
and  §  123.407(a)  (8)  has  been  adjusted 
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to  clarify  this.  Similarly,  in  the  case  of 
HSA  decisions,  it  is  the  HSA  that  deter* 
mines  whether  “good  cause”  is  shown, 
and  S  122.306(a)  (8)  now  clarifies  this. 

§  122.306(a)(8)  Provision  for  public 
hearing  for  review  of  health  sys¬ 
tems  agency  decision. 

Several  comments  were  received  ques¬ 
tioning  the  need  for  review  hearings  at 
the  HSA  level  since  the  HSA  makes  rec¬ 
ommendations,  not  decisions,  to  the 
State  Agency,  in  its  reviews  of  new  in¬ 
stitutional  health  services.  Such  recom¬ 
mendations  are  not  subject  to  review  at 
a  public  hearing  for  good  cause  shown. 
However,  section  1532(a)  of  the  Act  and 
§  122.302  of  the  regulations,  pertain  to 
required  procedures  for  two  types  of  re¬ 
views:  Those  conducted  “pursuant  to 
sub-sections  (e),  (f),  and  (g)  of  section 
1513“  and  “any  other  reviews  of  pro¬ 
posed  or  existing  health  services."  In  re¬ 
gard  to  the  former  type  of  review,  §  122.- 
306(a)  (8)  notes  that,  “an  agency  rec¬ 
ommendation  piirsuant  to  section  1513 
(f)  is  not  a  decision.”  Therefore,  the 
HSA  “recommendation”  is  not  considered 
a  “decision”  which  requires  a  hearing 
for  “good  caiise  shown.”  However,  it  is 
the  second  kind  of  review  to  which  this 
paragraph  applies,  since  it  is  only  this 
latter  sort  of  review  in  which  the  HSA 
may  make  a  decision.  Examples  of  such 
reviews  might  be  those  reviews  per¬ 
formed  under  the  provisions  of  Office  of 
Management  and  Budget  Circular  A-95, 
which,  although  they  are  reviews  of 
proposed  health  services,  do  not  fall 
within  the  meaning  of  reviews  of  “new 
institutional  health  services.”  Further, 
this  paragraph  does  not  apply  to  the  re¬ 
view  functions  conducted  imder  section 
1513  (e)  or  (g)  of  the  Act  (review  and 
approval  of  certain  proposed  uses  of 
Federal  funds,  and  periodic  review  of 
existing  institutional  health  services  for 
appropriateness) ;  the  regulations  per¬ 
taining  to  these  reviews  will  be  issued  at 
a  later  date. 

One  commenter  recommended  that  the 
same  criteria  be  included  for  determin¬ 
ing  “good  cause  shown”  as  are  Included 
in  §  123.407(a)  (8)  for  State  Agencies, 
and  this  recommendation  has  been 
followed. 

1  123.407(a)(8)  Provision  for  public 
hearing  for  review  of  State  Agency 
decision. 

Several  commenters  stated  that  this 
provision  for  public  hearings  to  review 
decisions  when  good  cause  is  shown  is 
unnecessary  and  should  be  deleted.  Rea¬ 
sons  given  included  duplication  of  the 
available  appeal  ‘procedures  provided  by 
fetate  administrative  procedure  acts, 
other  traditional  legal  procedures,  and 
the  appeals  provided  for  HSAs  (§  123.- 
407(a)(9))  and  “the  person  proposing 
the  new  institutional  health  service” 
($  123.407(a)  (10)).  It  was  also  stated 
that  hearings  on  the  State  Agency  de¬ 
cision  should  be  the  responsibility  of  an 
Independent  authority.  This  reccunmen- 
datlMi  was  not  ad(H>te(l,  as  the  statute 
requires  the  State  Agency  to  make  pro- 
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visions  fiM*  these  public  hearings  if  good 
cause  is  shown. 

Some  (XHnmenters  recommended  that 
the  criteria  listed  In  S  123.407(a)  (8) 
(1-lv)  tor  determining  good  cause  to  be 
expanded  to  include  “failure  of  the  State 
Agency  to  apply  its  own  criteria.”  The 
Secretary  feels  that  the  criteria  which 
are  listed  at  §  123.407(a)  (8)  (1-lv)  are 
sufficient  Federal  criteria  for  determin¬ 
ing  good  cause,  and,  therefore,  this  sug¬ 
gestion  was  not  accepted.  State  Agen¬ 
cies  may,  of  course,  adopt  additional 
criteria. 

Others  recommended  that  an  agency 
of  the  State,  other  than  the  State 
Agency,  be  allowed  to  determine  when 
good  cause  has  been  shown.  This  recom¬ 
mendation  was  not  adopted  because  the 
hearing  for  good  cause  shown  respecting 
a  State  Agency  decision  is  intended  to  be 
not  a  formal  appeal  but  rather  the  review 
of  a  decision  by  the  agency  making  the 
decision. 

Several  comments  referred  to  specific 
questions  of  administrative  procedures. 
Some  of  these  comments  included  sug¬ 
gestions  that  the  regulations  specify  a 
time  period  for  requesting  hearings  as 
previously  discussed  in  that  part  of  the 
Preamble  concerning  §  122.306(a)  (8) 
and  123.407(a)(8).  This  change  has 
been  made  in  both  sections.  Others  were 
that  there  should  be  a  limit  on  the  num¬ 
ber  of  these  hearings  on  a  single  applica¬ 
tion;  that  there  should  be  a  procedure  for 
the  conduct  of  hearings  covering  such 
matters,  as  board  composition,  fepresen- 
tation  of  parties,  and  evidence  to  be 
heard:  and  that  there  should  be  proce¬ 
dures  for  a  further  hearing  by  the  same 
agency  on  a  reviewed  decision  if  that 
decision  reversed  or  modified  the  original 
decision.  The  Secretary  encourages  the 
State  Agency  to  address  specific  pro- 
ceduressu  ch  as  these  in  developing  its 
program;  however,  the  addition  of  such 
detail  to  the  Federal  regulation  is  viewed 
as  inappropriate. 

Other  commenters  asked  that  the  term 
“any  person”  be  defined  to  include  enti¬ 
ties  such  as  third-party  payors  and  per¬ 
sons  who  participated  in  public  hearings 
during  the  review.  Since  the  term  “any 
F>erson”  would  include  any  individual  or 
entity,  this  modification  is  not  necessary. 

§  123.407(a)  (9)  Appeal  of  State  Agency 
decisions  requested  by  health  sys¬ 
tems  agencies. 

Several  comments  recommended 
amendment  of  this  section  to  require 
that  in  cases  where  an  appeal  body 
makes  a  determination  which  is  incon¬ 
sistent  with  an  HSA  recommendation  or 
State  Agency  decision,  it  also  be  required 
to  furnish  its  findings  iii  writing  and  the 
basis  for  its  decision,  as  the  State  Agency 
is  required  to  do.  The  Secretary  agrees 
that  soKh  a  procedure  is  consistent  with 
section  1522(b)  (13)  of  the  Act  since  the 
decision  of  the  appeal  agency  in  section 
1522(b)  (13)  (B)  is  considered  the  State 
Agency  decision,  whlth  section  1532(b) 
(6)  requires  miist  be  in  writing.  Ihere- 
fore,  this  requir^ent  has  been  added  to 
i  123.407(a)(9). 

One  commenter  proposed  that  this  sec¬ 
tion  clearly  identify  groimds  upon  which 
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the  State  Agency  could  take  action  con¬ 
trary  to  HSA  recommendations.  There 
is  no  statutory  basis  for  such  a  UmitaticHi 
(XI  the  State  Agency,  although  the  regu¬ 
lation  does  not  preclude  the  State  Agency 
from  identifying  the  grounds  for  this 
form  of  self-limitation.  In  addition. 

§  123.407(a)(9)  requires  a  State  Agency 
to  provide  to  the  HSA  reasons  for  a  deci¬ 
sion  inconsistent  with  the  HSA’s  rec- 
onunendatlons. 

Of  con<;em  to  sevei'al  commenters  was 
the  lack  of  time  frames  for  appeal  of  a 
State  Agency  decision.  They  recom¬ 
mended  amendment  of  the  regulations  to 
conform  to  appropriate  parts  of  the  reg¬ 
ulations  for  the  s^ion  1122  review  pro¬ 
gram,  42  CFR  100.106(c).  This  recom¬ 
mendation  has  been  accepted,  and  a  pro¬ 
vision  has  been  added  to  S  123.407(a)  (9) 
which  requires  that:  (1)  HSA  has  30  daj  s 
in  which  to  appeal  a  State  Agency  deci¬ 
sion.  except  that  where  State  law  gov¬ 
erning  the  practices  and  pr(X^ures  of 
administrative  agencies  provides  a  dif¬ 
ferent  time  period,  that  time  period  pi*e- 
vails;  and  (2)  the  review  shall  commence 
within  30  days  of  the  request,  again,  ex¬ 
cept  where  State  law  provides  a  different 
time  period. 

One  commenter  suggested  that  if  the 
tentative  decision,  of  the  State  Agency  is 
not  in  agreement  with  the  recommenda¬ 
tion  of  the  affected  HSA,  the  State 
Agency  should  be  required  to  hold  a  pub¬ 
lic  review  (hearing)  on  the  certificate  of 
need  request,  and  should  be  required  to 
notify  the  affected  HSA.  the  applicant 
and  “other  affected  persons.”  The  Secre¬ 
tary  is  of  the  opinion  that  the  require¬ 
ment  for  a  hearing  after  the  State 
Agency  decision  is  sufficient:  to  requhe 
another  one  before  it  woxild  substantially 
burden  the  State  Agency,  although  the 
State  is  not  precluded  from  adopting 
such  a  procedure. 

A  commenter  proposed  that  §  123.407 
(a)(9)  read  “Provision  that  if  a  State 
Agency  makes  a  decision  •  *  •  which 
is  not  in  agreement  with  a  recommen¬ 
dation  made  with  respect  thereto  by  a 
health  systems  agency,  the  State  Agency 
shall  submit  to  such  HSA  its  written 
findings  and  recommendations  together 
with  reasons  for  its  decision.  Such  de¬ 
cision  •  *  •  shall,  upon  request  of  the 
health  systems  agency  be  reviewed,  by 
the  Board  of  Control  of  the  State  Agency 
or  under  an  appeals  me(^anlsm  as  pro¬ 
vided  under  §  123.407(a)  (10) .”  This  sug¬ 
gestion  has  not  been  accepted  because 
it  would  not  add  significantly  to  the 
regulations. 

One  commenter  noted  that  §  123.407 
(a)(9)  did  not  make  it  clear  that  only 
the  HSA  within  whose  area  a  project  is 
to  be  located  is  entitled  to  an  appeal  of 
a  State  Agency  decision.  The  section 
has  been  changed  to  clarify  this 
provision. 

Another  commenter  wanted  this  same 
section  expanded  to  provide  for  an  ap¬ 
peal  by  any  aggrieved  party.  This  has 
not  been  accepted  because  there  is  no 
statutory  requirement  to  do  so,  and  to 
add  this  as  a  requirement  would  add  a 
significant  burden  to  the  State  Agency. 
The  Secretary  notes,  however,  that 
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§  123.407(a)  (10)  requires  that  the  State 
Agency  permit  the  person  proposing  the 
new  institutional  health  service  to  ap¬ 
peal  the  State  Agency’s  decision.  Again, 
States  may,  if  they  choose,  exceed  Fed¬ 
eral  requirements  and  allow  any  person 
to  appeal. 

One  commenter  believed  that,  since 
the  applicant  has  the  right  to  appeal 
under  §  123.407(a)  (10),  there  appears  to 
be  no  reason  why  an  HSA  should  be 
allowed  to  challenge  the  decision  of 
the  State.  This  position  has  not  been 
adopted  because  the  HSA’s  right  to  ap¬ 
peal  is  a  statutory  requirement  man¬ 
dated  by  section  1522(b)  (13)  (A).  It  is 
likely  to  be  exercised,  for  example,  in 
the  appeal  of  a  State  Agency  finding  of 
need,  which  an  applicant  would  be  less 
likely  to  appeal. 

An  observation  was  made  that  where 
a  State  Agency  performs  HSA  functions 
under  the  special  provisions  of  section 
1536  of  the  Act,  no  HSA  exists  to  ap¬ 
peal  State  Agency  findings  of  need  and, 
therefore,  only  the  applicant  has  appeal 
rights.  The  suggestion  was  made  that 
any  person  affected  by  a  State  Agency 
decision  in  such  a  State  should  have 
appeal  rights.  This  has  not  been  adopted 
on  grounds  that  such  provisions  would 
be  burdensome.  Further,  in  such  States 
there  is  broad-based  representation 
through  the  Statewide  Health  Coordi¬ 
nating  Council  (SHCC),  and  this  orga¬ 
nization  must  be  given  the  opportunity 
to  review  and  comment  prior  to  each  de¬ 
cision  of  the  State  Agency  (§  123.110ta) 
(3)  (Iv) ) . 

§  123.407ia)  (9)  and  §  123.407(a)  (10) 
Appeals  of  State  Agency  decisions. 

Several  commenters  believed  there 
should  be  a  “good  cause"  provision  al¬ 
lowing  an  HSA  or  applicant  to  request 
a  review  by  another  agency,  and  sug¬ 
gested  language  similar  to  that  in 
§  123.407(a)  (8).  This  suggestion  has  not 
been  adc^ted  because  section  1522(b) 
(13)  (A)  of  the  Act  does  not  limit  the 
HSA  to  a  showing  of  good  cause;  rather, 
it  requires  that  a  review  be  made  avail¬ 
able  whenever  the  State  Agency  deci¬ 
sion  is  inconsistent  with  the  HSA’s 
recommendation.  The  provision  for  an 
applicant’s  appeal  has  been  designed  to 
parallel  that  for  HSAs. 

Other  commenters  were  of  the  opinion 
that  the  appeals  agency  should  have  the 
option  only  of  upholding  a  State  Agency 
decision  or  remanding  to  the  State 
Agency  for  review  and  should  not  itself 
render  decisions.  These  comments  could 
not  be  accepted,  as  the  reviewing  agency 
is  clearly  given  decision  making  capa¬ 
bility  by  section  1522(b)  (13)  (B),  which 
provides  that  any  decision  by  the  re¬ 
viewing  agency  is  considered  to  be  the 
decision  of  the  State  Agency.  However, 
this  section  does  not  require  that  the 
reviewing  agency  make  a  decision  on 
every  appeal.  Thus,  the  reviewing  agency 
has  the  option  to  remand  the  matter  to 
the  State  Agency  for  further  action. 

A  commenter  believed  that  the  regula¬ 
tions  prohibit  the  State  Agency  from 
being  the  appeals  body,  even  where  the 
certificate  of  need  review  function  has 


been  delegated  to  a  different  agency  pur¬ 
suant  to  section  1523(b)(1),  and  ob¬ 
jected  to  such  a  prohibition.  The  Sec¬ 
retary  believes  that  there  is  no  such 
prohibition  and  intends  to  amend  §123.- 
104(b)  (17)  to  clarify  that  the  State. 
Agency  may  be  the  appeals  body  where 
another  agency  of  State  government  is 
performing  the  certificate  of  need  func¬ 
tion. 

Commenters  also  asked  for  clarifica¬ 
tion  as  to  whether  State  Courts  and  the 
State  legislature  can  be  considered  agen¬ 
cies  of  the  State  other  than  the  State 
Agency  for  the  purpose  of  hearing  ap¬ 
peals.  It  is  the  opinion  of  the  Secretary 
that  State  judicial  and  legislative  agen¬ 
cies  might  qualify  for  this  purpose,  but 
that  case-by-case  decisions  must  be 
made. 

§  123.407(a)  (10)  Appeal  of  State  Agen¬ 
cy  decisions  requested  by  propo- 
'  nents. 

Several  commenters  recommended  re¬ 
quiring  that  the  person  proposing  the 
new  Instiutlonal  health  service  file  no¬ 
tice  of  intent  to  appeal  within  30  days 
and  that  the  State  Agency  hearing  be 
held  within  60  days.  In  response,  a  pro¬ 
vision  has  been  added  to  §  123.407(a) 
(10)  requiring  that,  to  be  effective,  a 
request  for  a  hearing  be  made  within 
30  days  of  a  State  Agency  decision  and 
that  the  hearing  commence  within  30 
days  of  such  a  request  (except  where 
other  periods  are  required  by  State  law) . 

Other  commenters  requested  provi¬ 
sion  of  a  mechanism  to  appeal  State 
Agency  decisions  to  the  Secretary.  They 
noted  that  such  a  mechanism  exists  with 
respect  to  capital  expenditure  reviews 
pursuant  to  section  1122  of  the  Social 
Security  Act.  This  suggestion  was  not  ac¬ 
cepted  because  the  certificate  of  need 
program  requires  that  determinations 
be  made  by  the  State  as  to  whether  or 
not  a  need  for  the  proposed  services  of 
facilities  exists.  The  Secretary  believes 
that  imllke  in  the  section  1122  program, 
there  is  no  role  envisioned  for  the  Fed¬ 
eral  government  in  such  individual  de¬ 
terminations  in  the  certificate  need 
and  new  institutional  health  service  re¬ 
view  programs. 

Another  commenter  sought  standards 
for  appeal  procedmes  to  assure  open¬ 
ness  and  the  opportimity  for  the  HSA 
and  applicant  to  present  their  cases.  Sec¬ 
tion  1522(b)  (13)  (A)  of  the  Act  and 
§  123.407(a)  (10)  require  that  the  ap¬ 
peal  mechanism  must  be  consistent  with 
applicable  State  law.  The  Secretary  be¬ 
lieves  that,  together  with  §  122.306(a) 
(9),  5  123.407(a)(8),  and  §  123.407(a) 
(9).  these  provisions  assure  applicants 
and  HSAs  of  openness  in  the  appeals 
procedure.  Furthermore,  because  of  the 
varying  State  laws  throughout  the  coun¬ 
try,  the  Secretary  has  determined  that 
no  additional  procedures  are  practical. 

One  commenter  suggested  that  any 
decision  made  by  a  State  Agency,  ap¬ 
proval  as  well  as  disapproval,  should, 
upon  request  of  the  proponent,  be  re¬ 
viewed  under  an  appropriate  appeals 
mechanism.  This  recommendation  has 
been  accepted,  as  the  Secretary  believes 


that  the  proponent  should  be  able  to 
appeal  partial  or  conditional  approvals 
where  the  State  Agency  chooses  to  make 
that  kind  of  decision. 

%  123.407(a)  (11)  State  Agency  deci¬ 
sions  inconsistent  with  health  sys¬ 
tem  agency  plans. 

Several  commenters  suggested  that  the 
regiilation  should  include  the  language, 
“the  HSA’s  health  systems  plan  ap¬ 
proved  by  the  SHCC.”  This  suggestion 
has  not  been  accepted  because  the  HSA 
may,  in  performing  its  review  fimctions, 
have  to  use  a  health  systems  plan  (HSP) 
which  has  not  yet  been  reviewed  by  the 
SHCX;  and  revised  as  needed.  The  in¬ 
tent  of  this  provision  is  to  require  the 
State  Agency  to  provide  the  HSA  with 
a  written  statement  of  the  reasons  for 
State  Agency  Inconsistency  with  the 
HSA’s  HSP  used  in  review  of  the  new  in¬ 
stitutional  health  service.  Others  re¬ 
quested  deleting  this  provision  entirely. 
This  chsinge  has  not  been  made  because 
this  provision  is  required  by  section  1523 
(c)  of  the  Act. 

i  123.407(a)  (12)  State  Agency  reports 
of  reviews. 

One  commenter  requested  that,  be¬ 
cause  the  requirement  for  publication  of 
reports  by  toe  State  Agencies  was  not 
based  on  the  law,  this  provision  should 
be  stricken  from  toe  regulations.  This 
suggestion  has  not  been  followed  because 
section  1532(b)  (9)  of  toe  Act  Imposes 
this  requirement  upon  State  Agencies. 
The  regulations  have  simply  Interpreted 
toe  statutory  reference  to  “regular”  re¬ 
ports  to  mean  “at  least  annually.” 

Another  commenter  urged  that  the 
publication  of  reports  required  by  this 
paragraph  be  in  one  or  more  newspapers 
of  general  circulation,  and  occiu*  once  a 
week  for  three  consecutive  weeks  in  the 
classified  section  of  toe  newspaper.  This 
request  has  not  been  accepted  because  it 
is  unduly  burdensome.  The  Secretary  be¬ 
lieves  that  toe  method  of  publication  is 
best  determined  by  the  State  Agency. 

§  122.306(a)  (9)  Health  systems  agency 
reports  of  reviews. 

One  commenter  suggested  that  where 
reviews  have  been  completed  at  toe  State 
level,  toe  reports  by  the  HSA  on  its  re¬ 
views  should  Include  the  final  determi¬ 
nations  of  the  State  Agency  as  well  as 
whether  an  appeal  was  requested.  While 
such  information  would  be  helpful,  the 
suggestion  has  not  beeii  adotped,  since 
it  is  felt  that  such  an  additional  require¬ 
ment  would  be  unnecessarily  burdensome 
to  toe  HSA  and  this  Information  will  be 
available  direct^  from  toe  State  Agency, 
in  the  report  it  is  required  to  make  under 
the  provisions  of  §  123.407(a)  (12) . 

§  123.306(a)  (10)  Public  access  to  health 
system:S  agency  material. 

One  commenter  ctoserved  that  HSA 
meetings  at  which  decisions  are  made 
should  be  open  to  toe  public.  The  Secre¬ 
tary  agrees  with  this  comment  and  notes 
that  at  §  122.109(e)  (3)  toe  term  “busi¬ 
ness  meetings’*  is  defined  broadly  to  In¬ 
clude  meetings  at  which  functions  under 
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the  Act  (including  reviews  of  propsed 
new  institutional  health  service)  are  per¬ 
formed.  Additionally,  the  HSA  must  con¬ 
duct  itstjusiness  meetings  in  public  and 
must  give  adequate  notice  of  such  meet¬ 
ings,  and  must  make  its  data  and  records 
available  to  the  public  in  accordance 
with  the  requirement  of  §  122.114. 

?  123.407(a)  (13)  Public  access  to  State 
Agency  material. 

Several  commenters  proposed  that  the 
regulations  be  amended  to  allow  State 
Agencies  to  adopt  as  policies  for  public 
access  to  records  related  to  applications, 
policies  which  conform  to  State  law 
governing  confidentiality.  Hie  Secretary 
cannot  accept  this  proposal,  as  the  sta¬ 
tutory  language  in  section  1522(b)  (6) 
does  not  allow  the  State  to  restrict  ac¬ 
cess  to  this  information.  . 

122.306(a)  (11)  and  123.407* a)  Hi) 
Letters  of  intent  for  construction 
projects. 

Several  commenters  suggested  omit¬ 
ting  the  requirement  for  submission  of 
letters  of  intent,  believing  that  this  gen¬ 
erates  unnecessary  paperwork  and,  in 
general,  serves  no  useful  purpose.  This 
suggestion  is  not  accepted  because  there 
is  a  statutory  requirement  for  submis¬ 
sion  of  letters  of  intent.  Agencies  may, 
of  course,  limit  their  requirements  for 
information  to  be  contjiined  in  such 
letters.  Others  suggested  language  al¬ 
lowing  this  requirement  to  be  satisfied  by 
the  filing  by  providers  of  a  long-range 
development  plan  with  the  appropriate 
agency.  Hieir  rationale  was  that  such 
plans  are  superior  in  content  to  periodic 
reports.  It  is,  of  coiirse,  for  the  State 
Agency  and  the  HSA  to  specify  the  pre¬ 
cise  detail,  as  well  as  the  form,  of  the 
Information  to  be  submitted. 

One  commenter  requested  deletion  of 
the  requirement  that  letters  of  intent 
be  given  to  both  the  State  Agency  and 
the  HSA.  Section  15S2(b)  (11)  requires 
that  these  letters  be  submitted  to  both 
the  HSA  and  the  State  Agency,  in  the 
case  of  construction  projects,  in  order  to 
inform  these  agencies  of  the  scope  and 
nature  of  the  projects  at  the  earliest 
possible  opportunity.  After  considering 
this  comment,  the  Secretary  has  con¬ 
cluded  that  this  requirement  would  be 
satisfied  if  either  the  HSA  or  the  State 
Agency  has  provided  for  the  submission 
of  letters  of  intent  in  the  case  of  con¬ 
struction  projects,  so  long  as  these  let¬ 
ters  are  made  available  to  the  other 
agency.  Accordii^ly,  language  to  this 
effect  has  been  added  to  the  regulations 
at  §§  122.306(d)  and  123.407(c).  Further, 
It  should  be  pointed  out  that  §  122.307 
(in  the  case  of  HSAs)  and  §  123.408  (in 
the  case  of  State  Agencies)  of  the  regu¬ 
lation  provide  for  exceptions  to  the  re¬ 
quired  procedures  for  review'.  The  Sec¬ 
retary  may  grant  exceptions  to  these 
procedures  if  he  determines  that  the 
proposed  substitute  procedures  are  less 
costly  or  more  effective,  are  consistent 
with  the  purposes  of  the  statute,  and 
do  not  adversely  and  substantially  af¬ 
fect  the  rights  of  persons  affected  by 
the  subject  reviews. 


ll22.30€Cb)  and  %  123.407(b)  Proce¬ 
dures  for  (Afferent  types  of  reviews. 

Another  commenter  asked  for  Inter¬ 
pretation  of  these  paragraphs.  The 
meaning  here  is  that  the  procedures 
used  by  the  HSA  and  the  State  Agency 
may  vary  depending  on  the  type  of  re¬ 
view  or  type  of  service  reviewed.  How¬ 
ever,  the  procedure  for  each  type  of  re¬ 
view  must  meet  the  minimum  require¬ 
ments  of  this  subpart. 

As  an  example  of  varjing  procedures 
for  different  types  of  re\iews.  the  HSA 
might  adopt  procedures  for  A-95  re¬ 
views  of  proposed  health  services  that 
differ  from  procedures  for  review  of  new 
institutional  health  services:  both  sets 
of  procedures,  however,  must  meet  the 
minimum  requirements  of  this  subpart. 
An  example  of  varying  procedures  for 
different  types  of  services  reviewed 
would  be  the  adoption  of  review  proce¬ 
dures  for  construction  proposals  which 
differ  from  review’  procedures  for  pro¬ 
posals  to  change  services  not  involving 
construction.  Both  sets  of  procedures 
must,  however,  meet  the  minimum  re¬ 
quirements  of  this  subpart. 

All  reviews  within  a  type  of  review, 
or  type  of  service  reviewed,  must  fol¬ 
low  the  procedures  adopted  for  that 
type.  Where  the  HSA  or  State  Agency 
wishes  to  develop  procedures  not  con¬ 
sistent  with  the  requirements  of  this 
subpart,  §  122.307  or  §  123.408  (Excep¬ 
tions  to  the  use  of  procedures),  respec¬ 
tively,  applies. 

I  122.307  and  §  123.408  Exceptions  to 
the  tise  of  procedures. 

One  commenter  stated  that  these  sec¬ 
tions  are  not  clear  and  asked  that 
grounds  for  granting  exceptions  be 
spelled  out.  Others  felt  that  these  sec¬ 
tions  should  permit  non-substantive  re¬ 
view',  as  well  as  expeditious  review  or  no 
review  at  all  when  changes  are  required 
by  licensing  or  accrediting  agencies  or 
by  emergency  conditions.  The  Secretary 
believes  that  the  HSAs  and  State  Agen¬ 
cies  should  determine  those  instances 
in  which  requests  for  exceptions  to  the 
minimum  Federal  requirements  are  in 
order.  Examples  of  reasons  for  request¬ 
ing  exceptions  might  include  Instances 
when  a  required  procedure  is  in  conflict 
with  State  law  or  regulation,  or  in¬ 
stances  where  there  is  a  need  for  ex¬ 
peditious  review'  in  those  situations  re¬ 
quiring  an  immediate  decision  on  a  pro¬ 
posal  before  the  Agency. 

§  122.307  Exceptions  to  the  use  of  pro¬ 
cedures  for  health  systems  agen¬ 
cies. 

Several  commenters  were  of  the  opin¬ 
ion  that  the  procedure  for  granting  an 
exception  to  §  122.306  (Procedures  for 
health  systems  agency  review)  gives  the 
Secretary  unlimited  authority,  and  that 
the  regulations  should  be  changed  to  re¬ 
quire  State  approval  of  HSA  requests  for 
such  exception.  Others  felt  that  provider 
groups  should  also  be  given  the  oppor¬ 
tunity  to  ccanment  on  requests  for  ex¬ 
ceptions.  Still  others  suggested  requir¬ 
ing  a  written  statement  that  the  State 
Agency  has  verified  that  the  proposed 


procedures  are  consistent  with  State 
law.  Although  there  is  no  change  to  the 
language  of  the  regulations,  the  Secre¬ 
tary  intends  to  consult  with  State  Agen¬ 
cies  prior  to  the  granting  of  exceptions 
requested  by  HSAs  to  determine  whether 
the  proposed  substitute  procedures  are 
consistent  with  State  law  and  compati¬ 
ble  with  the  procedures  used  by  the  State 
Agency. 

122.308  and  123.409  Criteria  for 
health  systems  agency  and  State 
Agency  reviews. 

A  number  of  cormnents  were  received 
which  expressed  the  opinion  that  the 
criteria  as  set  forth  in  these  sections  are 
only  guidelines  and  not  sufiBciently  spe¬ 
cific  to  be  applied  to  the  review  proc¬ 
ess.  In  addition,  several  commenters 
questioned  the  ability  of  the  planning 
agencies  to  develop  and  utilize  appro¬ 
priate  criteria:  they  felt  that  agency 
staff  would  be  limited  by  low  funding 
levels  and  by  the  heavy  responsibilities 
created  by  the  Act  and  these  regula¬ 
tions. 

With  respect  to  these  comments,  it  is 
PK^ted  out  that  these  sections  as  w'ell 
as  the  statute  do  not,  strictly  speaking, 
specify  criteria  that  must  be  applied 
to  the  review  of  all  proposals  for  new  in¬ 
stitutional  health  services.  Rather, 
§  122.308  and  §  123.409  delineate  a  mini¬ 
mum  set  of  considerations  to  be  includ¬ 
ed  In  the  review  criteria  and  provide 
that  such  criteria  may  vary  “according 
to  the  purpose  for  which  a  review'  is  be¬ 
ing  conducted  or  the  type  of  health 
service  being  reviewed.”  Since  these  con¬ 
siderations  constitute  only  a  minimiun 
mandatory  set,  HSAs  and  State  Agencies 
are  encomaged  to  elaborate  on  these 
and,  in  so  doing,  to  incorporate  con¬ 
cerns  and  circumstances  appropriate 
to  their  health  service  areas  and  States. 
The  Secretary  will  seek  to  provide  tech¬ 
nical  assistance  wherever  possible 
through  the  Centers  for  Health  Plan¬ 
ning  and  by  disseminating  appropriate 
guidelines  and  suggested  standards. 
National  guidelines  for  health  planning 
will  be  issued,  as  provided  for  in  sec¬ 
tion  1501  of  the  Act.  In  addition,  plan¬ 
ning  agencies  may  also  acquire  needed 
information  and  expertise  from  the  Na¬ 
tional  Health  Planning  Information 
Center  as  well  as  from  other  sources, 
including  members  of  th^r  governing 
bodies  and  committees.  It  should  be 
pointed  out.  however,  that  the  develop¬ 
ment  of  criteria  is  possible  even  without 
direct  technical  assistance,  as  much 
w’ork  has  already  been  done  in  this  area, 
and  the  results  of  this  work  are  avail¬ 
able  in  the  literature. 

Numerous  comments  were  received 
from  several  interest  groups  represent¬ 
ing  providers  and  consumers  request¬ 
ing  that  the  Federal  regulation  include 
specific  criteria  to  address  their  special 
needs  and  circumstances.  The  Secretary 
recognizes  these  concerns  but  believes 
that  the  problems  vary  with  local  con¬ 
ditions  and  are,  therefore,  more  appro¬ 
priately  addres^  by  local  solutions.  As 
Indicated  above,  the  considerations  set 
forth  in  the  regulations  are  the  mini- 
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mum  considerations  to  be  addressed  in 
review  of  new  institutional  health  serv¬ 
ices,  and  HSAs  and  State  Agencies 
should  take  local  needs  and  concerns 
into  account  as  they  develop  more  spe¬ 
cific  review  criteria.  Furthermore,  these 
needs  and  concerns  should  also  be  re¬ 
flected  in  the  USPs  and  State  Health 
Plans. 

One  commenter  suggested  that  excep¬ 
tions  be  provided  for  those  HSAs  and 
State  Agencies  which  are  not  able  to 
apply  these  considerations.  The  Secre¬ 
tary  has  not  accepted  this  suggestion,  be¬ 
lieving  that  these  considerations  are  the 
minimum  necessary  considerations  to 
achieve  the  goals  of  the  Act.  In  addition, 

$  122.308  and  §  123.400(b)  stipulate  that 
criteria  may  vary  according  to  the  pur¬ 
pose  for  which  a  review  is  being  per- 
f  onned  or  the  type  of  health  service  being 
reviewed. 

Several  comments  were  received  sug¬ 
gesting  that  review  criteria  used  by  the 
HSA  be  consistent  with  those  of  the  State 
Agency.  In  fact,  one  commenter  recom¬ 
mended  that  this  be  accomplished  by  re¬ 
quiring  the  State  Agency  to  develop  a 
master  set  of  criteria.  There  is  no  specific 
statutory  authority  for  the  State  Agency 
to  direct  the  development  of  criteria  by 
the  HSAs;  rather  each  type  of  agency 
is  required  by  section  1532(a)  to  develop 
its  own  criteria.  However,  the  HSAs  and 
State  Agencies  have  now  been  given  a 
more  flexible  time  schedule  for  com¬ 
pleting  the  development  of  review  cri¬ 
teria  and  procedures  (§  122.350(a)  and 
§  123.406(a)  respectively)  and  it  is  ex¬ 
pected  that  they  will  take  advantage  of 
this  flexibility  to  coordinate  the  develop¬ 
ment  of  their  procedures  and  criteria. 

The  Secretary  received  several  com¬ 
ments  urging  inclusion  of  a  criterion  re¬ 
lated  to  the  capability  of  the  applicant  to 
develop  or  offer  the  new  institutional 
health  service.  The  Secretary  believes 
that  this  consideration  is  implicit  in  cme 
or  more  of  the  considerations  already 
listed  in  the  regulations.  In  any  case, 
these  criteria  constitute  only  the  mini¬ 
mum  set  of  consideraticms;  planning 
agencies  are  free  to  include  provider 
capability  as  an  additional  specific  meas¬ 
ure  for  evaluating  a  proposed  new  insti¬ 
tutional  health  service. 

Several  comments  were  received  sug¬ 
gesting  that'the  regulations  should  re¬ 
quire  that  categorical  disease  expertise 
and  patient  care  standards  be  used  where 
they  exist.  The  Secretary  believes  that 
this  matter  is  not  appropriate  for  Fed¬ 
eral  regulations:  however,  HSAs  and 
State  Agencies  are  encouraged  to  obtain 
this  expertise  and  information  and  to  use 
them  in  performing  their  reviews. 

Another  commenter  stated  that  cri¬ 
teria  other  than  those  in  the  Act  should 
not  be  included  in  the  regulations.  These 
additional  considerations  were  added  to 
address  other  sections  of  the  statute,  par- 
ticulary  section  2  of  Pub.  L.  93-641, 
“Findings  and  Purpose,”  and  section 
1502  of  the  Act.  “National  Health  Pri¬ 
orities.”  The  specific  criteria  appropriate 
to  the  review  of  a  particular  new  in¬ 
stitutional  health  service  proposal  m^ist 


be  determined  by  the  agency  conducting 
the  review. 

§  122.308(a)  (1)  and  S  122.409(a)  (1) 
Relationship  of  services  reviewed  to 
plans. 

One  commenter  asked  whether  it  is  the 
AIP  or  the  HSP  with  which  a  pressed 
project  must  be  consistent  in  the  event  of 
a  conflict  between  the  two  plans  r^ard- 
ing  the  proposed  project.  Another  indi¬ 
cated  that  the  regulations  should  not  re- 
quii’e  conformance  to  the  AIP  as  a  dis¬ 
crete  document.  The  Secretary  points  out 
that  the  regulations  do  not  require  that 
the  proposed  service  be  consistent  with 
either  the  HSP  or  the  AIP.  They  require 
only  that  the  planning  agency  take  these 
plans  into  consideration  in  evaluating  the 
proposed  project. 

On  the  same  general  issue,  the  Secre¬ 
tary  received  a  number  of  comments  sug¬ 
gesting  that  applications  for  new  institu¬ 
tional  health  services  be  examined  in 
terms  of  compliance  with  the  HSP  and 
the  State  Medical  Facility  Plan.  However, 
the  Secretary  wishes  to  emphasize  that 
the  State  Medical  Facility  Plan  must, 
under  Title  XVI  of  the  Public  Health 
Service  Act,  be  consistent  with  the  State 
Health  Plan.  The  latter  in  tmn  is  made 
up  of  HSPs,  as  revised  by  the  Statewide 
Health  Coordinating  Council  (SHCC)  to 
“achieve  their  appropriate  coordination 
or  to  deal  more  effectively  with  State¬ 
wide  health  needs”  (section  1524(c)  (2) 

( A) ) .  Since  HSPs  and  State  Medical 
Facilities  Plans  must  be  consistent  it  is 
not  necessary  to  require  in  the  Federal 
regulation  that  both  plans  be  used  in 
conducting  reviews. 

Several  commenters  also  recommended 
that  the  HSP  which  has  been  revised  by 
the  SHCX;  in  developing  the  State 
Health  Plan  be  the  only  valid  HSP  for 
use  in  reviewing  proposals  for  new  in¬ 
stitutional  health  services.  The  Secre¬ 
tary  notes  that  when  the  HSP  has  been 
revised  by  the  SHCC  pursuant  to  section 
1524(c)(2)(A),  the  HSP  as  so  revised 
becomes  the  only  effective  HSP,  and, 
therefore,  which  must  be  used  in  the 
process  of  reviewing  new  institutional 
health  services.  However,  tmtil  such  time 
as  the  SHCC  has  revised  the  document, 
the  HSP  established  and  adopted  by  the 
HSA  pursuant  to  section  1513(b)  is  the 
only  HSP  in  existence,  and,  therefore, 
must  be  used  for  review  of  new  institu¬ 
tional  health  services. 

One  commenter  advocated  that  pub¬ 
lic  need  for  a  health  service  should  take 
precedence  over  the  requirement  that 
the  service  be  considered  in  light  of  the 
HSP.  The  Secretary  has  listed  the  cri¬ 
teria  in  the  regulation  in  the  same  order 
as  they  are  listed  in  the  statute.  No 
priority  ranking  is  implied  and,  further¬ 
more,  an  agency  is  free  to  develop  its 
own  priorities  to  address  the  needs  of 
its  area. 

S  122.308(a)  (2)  and  S  123.409(a)  (2) 
Relationship  of  services  reviewed  to 
long-range  development  plans. 

Several  comments  were  received  re¬ 
questing  deletion  of  the  requirement  that 
proposed  new  institutional  health  serv¬ 


ices  “conform”  to  the  applicant’s  long- 
range  development  plan.  This  considera¬ 
tion  is  required  by  the  statute  and, 
therefore,  cannot  be  deleted.  However, 
the  Secretary  wishes  to  emphasize  that 
this  is  only  one  of  twelve  minimum  con¬ 
siderations  to  be  included  in  the  criteria 
for  reviewing  the  proposed  service. 
Furthermore,  conformance  to  the  long- 
range  plan  is  not  required,  only  consid¬ 
eration  of  the  relationship. 

§  122.308(a)(3)  and  S  123.409<a)  (3) 
Need  for  such  services. 

The  Secretary  received  a  comment 
recommending  that  this  provision  be 
changed  from  “need  •  •  *  for  the  serv¬ 
ices”  to  “appropriateness  of  the  services” 
for  the  population  to  be  served.  The  sug¬ 
gestion  was  not  accepted  because  the  lan¬ 
guage  of  the  proposed  regulations  was 
derived  directly  from  the  statute.  How¬ 
ever,  when  adopting  criteria  for  the  re¬ 
view  of  new  institutional  health  services, 
HSAs  and  State  Agencies  are  encouraged 
to  specify  whatever  elements  of  need  are 
proper  for  particular  types  of  services 
and  for  their  planning  areas. 

One  commenter  said  that  services  de¬ 
signed  to  meet  special  needs  often  can¬ 
not  be  justified  when  compared  to  serv¬ 
ices  that  meet  the  general  needs  of  the 
conununity.  It  is  the  Secretary’s  view 
that  in  evaluating  a  proposed  service  to 
meet  a  special  need,  the  agency  should 
regard  this  need  as  one  of  many  factors 
to  be  considered  in  deciding  whether  or 
not  to  approve  the  service.  The  task  of 
balancing  multiple  criteria  is  one  that 
the  HSA  and  State  Agency  must  under¬ 
take. 

A  very  large  number  of  comments  were 
received  from  osteopathic  physicians, 
hospitals  and  their  patients,  expressing 
concern  that  the  proposed  regulations 
did  not  include  language  in  §  122.308(a) 
(3)  and  §  123.409(a)  (3)  which  mandated 
consideration  of  the  availability  of  both 
osteopathic  and  allopathic  facilities  and 
services  within  a  conununity.  The  Secre¬ 
tary  recognizes  that  this  is  a  pervasive, 
although  largely  anticipatory,  concern 
of  the  osteopathic  community.  He  has 
thoroughly  examined  the  statute  and  the 
argiunents  for  and  against  separate  con¬ 
sideration  for  osteopathic  services  and 
facilities  and  he  has  concluded  that  he 
cannot  administer  the  statute  in  accord 
with  its  intent  and,  at  the  same  time, 
place  such  a  requirement  on  the  HSAs 
and  State  Agencies.  A  basic  goal  of  the 
law  is  to  require  and  allow  local  and 
State  planning  agencies  to  develop 
health  plans  which  incorporate  the 
unique  concerns  of  their  respective  plan¬ 
ning  areas,  and,  sid)sequently,  to  conduct 
reviews  of  new  institutional  health  serv¬ 
ices  which  utilize  these  plans  as  guides 
in  the  review  process.  To  include  the  re¬ 
quested  osteopathic  consideration  in 
Federal  regulations  would  be  a  serious 
interference  with  the  local  planning 
proce,ss,  especially  since  the  extent  of  the 
osteopathic  commfuiity’s  concerns  varies 
greatly  from  state  to  state. 

The  Secretary  was  also  persuaded  by 
additional  arguments.  For  example,  the 
intent  of  Congrress  was  to  make  health 
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planning  a  public  ix'ocees  through  the 
requlrementfi  specified  to  the  Act.  The 
governing  boards  of  HSAs  must  Include, 
among  others,  consumers,  public  offi¬ 
cials,  and  representatives  of  various  pro¬ 
vider  groups.  Ostei^Mithlc  concerns  may 
be  voiced  through  these  persons.  More¬ 
over  the  statute  provides  for  public 
hearings  before  and  after  review  deci¬ 
sions  are  made  by  the  planning  agen¬ 
cies;  this  constitutes  another  aveniie  to 
ensure  that  osteopathic  concerns  are 
consid^ed.  Finally,  there  is  ample  op- 
pmtunlty  for  cwnmimity  Input'fn  the 
developmrat  of  both  the  HSP  and  the 
State  Health  Plan.  Therefore,  the  Sec¬ 
retary  believes  that  the  structure  of  the 
HSA  and  the  planning  process  afford 
adequate  (HH>ortunlty  for  the  Inclusion 
of  osteopathic  concerns,  where  they 
exist,  in  ttie  health  plans  of  the  area. 
These  concerns  are  safeguarded  even 
further  by  the  provision  in  §  123.407(a) 
(11)  that  the  State  Agency  must  pro¬ 
vide  written  findings  if  its  decision  is 
coimter  to  the  HSP  or  AIP  of  the  HSA; 
and  §  123.407(a)  (9)  provides  for  an  ap¬ 
peal  hearing  at  the  option  of  the  HSAs 
if  the  State  Ag«3cy’s  decision  is  con¬ 
trary  to  the  recommendations  of  the 
HSA.  Moreov^,  although  osteopathic 
physicians  and  facilities  in  some  areas 
of  the  country  may  have  experienced 
opposition  from  the  alkK)athic  medical 
c(xnmunlty,  no  evidence  has  been  pre¬ 
sented  to  Indicate  (hat  osteopaths  have 
received  discriminatory  treatment  from 
compr^enslve  health  planning  agencies 
in  the  past. 

The  Secretary,  because  of  his  concern 
about  discrimination  against  popula¬ 
tions  who  wish  to  be  served  by  osteo¬ 
pathic  services  and  facilities  in  their 
commimltles,  ^ongly  encourages  State 
Agencies  and  hsar  to  incorporate  cmi- 
8lda*ation  of  the  needs  of  the  popula¬ 
tion  being  served  by  such  services  into 
their  health  plans.  However,  he  wishes 
to  make  clear  that  he  is  not  advocating 
the  develo{Mnent  of  duplicate  systems  of 
health  cmie  and,  in  pedicular,  does  not 
advocate  '&e  duplication  of  expensive 
facilities  and  equhun^t. 

The  Secretary  is  mindful  of  his  con- 
tlnrilng  obligation  to  monitor  the  per¬ 
formance  of  the  HSAs  and  State  Agen¬ 
cies.  As  a  part  of  this  monltm-lng,  he 
will  look  at  the  extent  to  which  plans, 
recommendations,  and  review  decisions 
reflect  the  needs  of  the  population  wish¬ 
ing  to  be  served  by  osteopathic  services 
and  facilities.  The  Secretary  also  lir- 
vltes  public  comment  on  the  impact  of 
these  regulations  on  this  issue.  The 
reader’s  attrition  is  also  drawn  to  the 
“Guidelines  Concerning  the  Develop¬ 
ment  of  Health  ^rstems  Flans  and  An¬ 
nual  Implementation  Plans,”  Issued 
December  23,  1976  (page  20) ,  which  also 
drew  att^tlon  to  the  ctmcems  of  the 
osteopathic  commimlty. 

§  122.308(a)  (4)  and  §  J23.409(a)  (4) 
AvaHabiUty  of  alternatives. 

A  commenter  argued  that  the  possi¬ 
bility  ttiat  a  less  costly  alternative  serv¬ 
ice  could  be  devekved  is  too  theoretical 
a  ground  for  determining  that  a  im¬ 


posed  s^vice  is  not  needed.  The  Secre¬ 
tary  wishes  to  clarify  this  provision  by 
pointing  out  that  “availability.’*  as  used 
in  thte  provlsl(m,  refers  to  existing  alter¬ 
native  services  or  those  alternatives 
which  have  a  reasonable  (^^rtimlty  of 
being  devdoped,  not  services  which 
theoretically  might  be  developed  in  the 
commimity. 

^  122.308(a)  (S)  and  i  123.409(a)  (5)  Fi¬ 
nancial  feasibility. 

One  commenter  remarked  that  con¬ 
sideration  of  immediate  and  long-term 
financial  feasibility  of  a  proposed  serv¬ 
ice  is  counter-productive  and  imneces- 
sary,  and  presumably  desired  the  dele¬ 
tion  of  this  consideration.  The  Secretary 
considers  the  financial  feasibility  of  a 
proposed  service  to  be  an  important  ctm- 
sideration  in  reviews,  so  that  agencies 
may  have  a  basis  for  preventing  adverse 
effect  on  the  health  care  costs  of  the  £4>- 
plicant  facility  and  of  the  cmnmunlty 
being  served  through  the  facility’s  fail¬ 
ure  to  meet  its  costs  or  through  sub¬ 
stantial  rate  increases. 

Another  commenter  prcHXJsed  that 
where  there  is  a  rate  review  body  in  a 
State,  that  review  body,  rather  than  the 
State  Agoicy,  should  assume  the  re¬ 
sponsibility  for  rendering  decisicms  re¬ 
garding  financial  feasibility,  availability 
of  resources,  and  cost  of  proposed  con¬ 
struction.  The  Secretary  agrees  that 
rate  review  body  may  be  useful  as  a  re¬ 
source  to  the  planning  ag^cy;  however, 
the  statute  requires  that  declskm- 
making  authority  for  new  institutional 
health  service  proposals  reside  with  the 
State  Agency,  imless  the  entire  function 
is  performed  by  another  ag^cy  under 
an  agreement  in  accordance  with  sec¬ 
tion  1523(b)(1).  Rate  review  agencies 
have  now  been  added  to  the  Ust  of  per¬ 
sons  to  receive  certain  notificatl(ms  as 
specified  in  {  123.406  and  §  123.407,  and 
language  has  he&i  added  to  require  con¬ 
sideration  of  the  probable  Impact  of  the 
proposal  on  the  costs  of  and  charges 
for  imviding  services  by  the  person  pro¬ 
posing  the  new  institutional  health 
service. 

A  suggestkm  was  made  to  amend 
§  122.308(a)  (5)  and  9  123.409(a)  (S)  to 
make  the  regulations  conform  with  the 
requirements  for  grants  mider  Title 
XVI  of  the  Act.  The  (XHnmenter  implied 
that  Congress  Intended  that  poverty 
projects  supported  by  Federal  ftmds  be 
deemed  financially  feasible.  However,  the 
Secretary  has  concluded  that  this  is  not 
the  Intent  of  the  law.  Section  1604(b)  (1) 
(E)  of  the  Act  provides  that  Federal  as¬ 
sistance  given  to  medical  facilities  in 
poverty  areas  or  individuals  served  by 
them  shall  be  considered  as  financial 
sumxHt  in  deteiminlng  if  reasonable  as¬ 
surance  can  be  given  that  adequate  fi¬ 
nancial  support  will  be  available  for  the 
projects’  maintenance  and  operation. 
Thus,  Federal  funds  rec^ved  by  a  pov¬ 
erty  project  can  be  considned  as  finan¬ 
cial  supp(Ht  in  determining  if  the  project 
is  financially  feasible,  but  receipt  of 
Federal  support  should  not  be  equated 
with  financial  feasibility.  Moreover,  sec¬ 
tion  1513(e)  assigns  to  HSAs  the  respon¬ 


sibility  to  review  and  £u>prove  or  dis¬ 
approve  certain  proposed  uses  of  Federal 
funds  within  th^  health  service  areas. 
tnritiding  jHxipoeed  assistance  under 
Title  XVI.  Thus,  a  Federal  determina- 
tlcm  of  need  is  not  contemplated  under 
the  statute  as  being  a  basis  for  overlook¬ 
ing  State  and  local  determinations  of 
need. 

A  suggestion  was  made  to  amend  the 
financial  feasibility  provision  to  Include 
additional  specific  considerations.  The 
Secretary  believes  that  such  detail  is  not 
appropriate  in  Federal  regulations  but 
is  more  appropriately  left  to  the  HSAs 
and  State  Agencies. 

§  122.308(a)  (6)  and  §  123.409(a)  (6) 
Relationship  of  proposed  services  to 
existing  system. 

A  number  of  comments  recommended 
that  an  additional  criterion  be  added  to 
address  the  impact  of  a  proposed  health 
service  on  other  services  offered  by  the 
applicant,  on  ttilrd  party  payors,  and  on 
the  ccHumunlty.  It  is  the  opinion  of  the 
Secretary  that  such  concerns  are  already 
included  in  several  of  the  considerations 
listed  in  the  sections  on  criteria. 

Another  commenter  suggested  tliat 
§  122.308(a)  (6)  and  §  123.409(a)  (6)  be 
either  clarified  or  delet^l.  Inasmuch  sis 
these  proviskms  are  required  by  statute, 
they  csumot  be  deleted.  However,  the 
Secretary  points  out  that  while  the  rela¬ 
tionship  of  the  pr(^>osed  service  to  the 
area's  health  care  system  must  be  con¬ 
sidered  in  revlewhig  a  new  institutional 
health  service,  the  su>tusil  mesisures  \ised 
to  evsduate  its  impact  on  the  existing 
system  are  to  be  dc^rmlned  by  the  HSA 
and  State  Ag&acy. 

One  ccmunenter  indicated  that  the 
proposed  regulations  did  not  fully  ad¬ 
dress  the  problem  of  limited  access  by 
poverty  popUlatkms  to  existing  facilities. 
Although  this  is  a  valid  concern,  the  so¬ 
lution  to  this  problem  lies  not  in  man¬ 
dating  specific  standards  in  Federal  reg¬ 
ulations  but  in  the  incorporation  of  this 
-  concern  as  a  part  of  the  consideration  of 
access  in  the  development  of  the  HSP 
and  AIP.  This  question  of  access  will  be 
further  address^  in  technical  assistance 
materials  to  be  Issued  by  the  Secretary. 

1  122.308(a)(7)  and  i  123.409(a)  (7) 
Availability  of  resources. 

One  commenter  advocated  that  the 
determination  of  whether  there  are 
available  the  resoiarces  needed  to  under¬ 
take  a  new  institutional  health  service 
be  made  by  the  propon«it  of  the  service. 
The  Secretary  believes  that  the  propo¬ 
nent  has  an  active  role  to  play  in  this 
matter  and  his  documentation  concern¬ 
ing  the  availability  of  resources  should 
be  taken  into  consideration  in  the  review 
process.  However,  the  planning  agency 
must  be  the  final  arbiter  on  this  ques¬ 
tion. 

One  commenter  suggested  that  it  is 
not  realistle  for  an  agency  to  disapprove 
a  service  which  satisfies  other  appropri¬ 
ate  criteria  cm  the  grounds  that  the  re¬ 
sources  required  for  ttie  servicd  could 
have  been  Invested  in  an  alternative 
service  that  is  more  desirable  from  the 
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planners’  point  of  view.  Hie  Secxetary 
wishes  to  emidiaslze  that  this  considera¬ 
tion  is  only  (me  of  twelve  required  to  be 
applied  in  evaluating  a  proposed  s^wlce. 
If  a  project  satisfies  the  other  criteria, 
the  planning  agmcy  should  take  that 
into  account  in  arriving  at  its  decislcxi. 

f  122.308(a)  (8)  and  g  123.409(a)  (8) 
Relationship  of  proposed  services  to 
ancillary  services. 

A  commenter  questioned  the  need  for 
considering  the  relationship  of  proposed 
services  to  auxiliary  or  support  services. 
It  is  the  Secretary’s  view  that  these  fac¬ 
tors  must  be  considered,  because  the  full 
implications  of  a  proposed  new  institu¬ 
tional  health  service  may  not  be  known 
unless  there  is  also  an  assessment  of  the 
availability  of  those  services  necessary 
to  support  the  proposed  new  service  (e.g., 
kidney  dialysis  In  the  case  of  a  bum  care 
service)  and  those  services  necessary  to 
provide  for  proper  continuity  of  care 
(e.g.,  an  immunization  or  treatment  pro¬ 
gram  in  the  case  of  a  proposed  program 
for  screening  of  early  childhood  disease) . 

§  122.308(a)  (9)  and  §  123.409(a)  (9)  Spe¬ 
cial  needs  of  providers  serving  more 
than  one  health  service  area. 

The  Secretary  received  a  number  of 
comments  recommending  that  the  list  of 
entities  receiving  special  consideration 
for  providing  resources  or  services  to  in¬ 
dividuals  residing  in  adjacent  health 
service  areas  be  extended  to  include  in¬ 
stitutions  with  accredited  residency  pro¬ 
grams,  sectarian  health  care  facilities, 
sectarian  homes  for  the  aged  and  be¬ 
havioral  and  biomedical  rese80*ch  proj¬ 
ects,  among  others.  While  the  Secretary 
thinks  that  it  would  be  inappropriate  to 
list  additional  examples,  he  emphasizes 
that  if  one  or  more  of  these  factors  is 
important  in  any  local  area,  the  HSA  and 
State  Agency  may  develop  criteria  to  ad¬ 
dress  these  special  needs. 

Several  comments  requested  that  the 
Secretary  require  each  applicant  to  sub¬ 
mit  to  the  HSA  a  quantitative  estimate  of 
the  extent  to  which  the  proposed  new  in¬ 
stitutional  health  service  will  meet  needs 
outside  the  health  service  area  and  the 
extent  to  which  it  will  serve  the  general 
community.  It  is  the  Secretary’s  opinion 
that  the  importance  of  this  factor  may 
vary  from  area  to  area  and  state  to  state, 
and  that  it  therefore  is  not  an  appropri¬ 
ate  matter  for  Federal  regulations.  Fur¬ 
thermore,  §  122.306(a)  (3)  and  g  123.407 
(a)  (3)  permit  planning  agencies  to  re¬ 
quire  such  information  if  they  deem  it 
im(>ortant. 

§  122.308(a)  (10)  and  §  123.409(a)  (10) 
Special  needs  of  HMOs. 

A  large  niunber  of  commenters,  fear¬ 
ing  an  adverse  impact  on  health  mainte¬ 
nance  organizations  (HMOs)  as  a  result 
of  these  regulations,  strongly  favored  a 
Federal  requirement  that  HSAs  and 
State  Agencies  give  special  considerati(Xi 
to  HMOs  and  many  offered  specific 
criteria  to  be  used  in  the  review  process. 
After  considering  these  comments,  the 
Secretary  has  amidlfled  the  goieral 
language  contained  in  sectlcm  1532(c)  (8) 


of  the  statute  by  including  in  the  reg¬ 
ulations  the  minimum  special  needs  and 
circumstances  of  HMOs  which  shall  be 
given  consideration  by  HSAs  and  State 
Agencies  in  developing  review  criteria. 

In  arriving  at  this  provision,  the  Secre¬ 
tary  was  persuaded  by  the  following  fac¬ 
tors.  First,  inasmuch  as  the  Congress  has 
established  and  the  Department  ad- 
ministers  a  national  program  under  Title 
xm  of  the  Act  specifically  designed  to 
encoiirage  the  growth  and  development 
of  HMOs,  this  policy  should  be  sustained 
and  supported.  Regulations  promulgated 
imder  Title  XV  should  not  counteract  the 
purposes  of  that  program.  Second,  HMOs 
represent  a  different  and  competing  sys¬ 
tem  for  the  delivery  and  financing  of 
health  services,  and  they  therefore 
respond  to  the  health  industry’s  need  to 
experiment  and  innovate  so  that  con¬ 
sumers  may  be  provided  with  an  alterna¬ 
tive  mode  of  health  care  delivery.  In 
order  to  promote  innovation,  an  environ¬ 
ment  conducive,  or  at  least  not  hostile,  to 
experimentation  must  be  fostered.  A  final 
factor  is  the  existence  of  impediments  in 
some  states  and  localities  to  the  devel(^- 
ment  of  HMOs  and  the  expansion  of 
their  services.  These  impediments  are 
found  in  the  requirements  of  some  State 
laws  and  in  opposition  from  some  local 
planning  bodies.  Any  HSA  or  State 
Agency  that  does  not  recognize  the  situa¬ 
tions  of  developmental  HMOs  may  ag¬ 
gravate  the  problems  faced  by  entities 
that  wish  to  beccxne  HMOs. 

Notwithstanding  the  above,  the  Secre¬ 
tary  points  out  that  when  new  institu¬ 
tional  health  services  proposed  by  HMOs 
involve  Inpatient  facilities,  S  122.309  and 
§  123.410  (“Inpatient  facilities;  required 
findings’’),  as  well  as  $122,310  and 
§  123.411  (“Health  Maintenance  Orga¬ 
nizations;  required  findings”),  shall 
apply. 

Comments  were  also  received  pointing 
oiit  that  since  both  Title  xni.  Health 
Maintenance  Organizations,  and  Title 
XV  of  the  Act  govern  certain  aspects  of 
HMOs,'  the  two  titles  should  be  coordi¬ 
nated  so  as  to  avoid  conflict.  Addition¬ 
ally,  commenters  highlighted  the  prob¬ 
lems  of  applicants  for  assistance  under 
Title  Xin  whose  developmental  or  opera¬ 
tional  activities  could  be  significantly  de¬ 
layed  and  possibly  jeopardized  unless  co¬ 
ordination  occurred.  They  feared  that 
either  the  length  of  time  required  by  the 
review  and  appeals  process,  or  the  dis¬ 
approval  of  a  new  institutional  health 
service  that  is  a  continuation  of  an  ear¬ 
lier  activity  for  which  a  certificate  of 
need  has  already  been  granted,  would  un¬ 
dermine  the  development  of  HMOs.  The 
Secretary  recognizes  that  HMOs  receiv¬ 
ing  Federal  grants  imder  Title  XIli  are 
confined  to  a  stringent  timetable  for 
completing  each  phase  of  their  planning 
and  developmental  activities.  Therefore, 
the  Secretary  emphasizes  the  need  for 
HSAs  and  State  Agencies  to  establish  a 
flexible  review  schedule  for  HMOs  and 
to  expedite  appeals  procedures  to  meet 
the  needs  of  applicants  under  the  Fed¬ 
eral  HMO  tn-ogram. 

In  addition,  new  $  122.310  and  $  123.- 
411,  “Health  Maintenance  Organiza¬ 


tions;  required  finding”  have  been  added 
to  address  the  second  concern  above. 
These  provisicms  ensure  Uiat  an  HMO 
will  not  be  denied  a  certificate  of  need 
for  a  new  institutional  health  service 
which  is  consistent  with  the  basic  objec¬ 
tives,  time  schedule,  and  plans  of  its  pre¬ 
viously  approved  application,  if  any. 

Numerous  comments  suggested  that 
the  review  criteria  already  established 
under  Title  xm  be  used  by  HSAs  and 
State  Agencies  to  review  HMO  proposals 
for  new  institutional  health  services.  In 
accordance  with  section  117(a)  of  the 
recently  enacted  Health  Maintenance 
Organization  Amendment  of  1976  (Pub. 
L.  94-460),  the  Secretary  has  added  to 
the  regulations  the  requir»nent  that  the 
criteria  established  by  HSAs  and  State 
Agencies  under  these  paragraphs  “shall 
be  consistent  with  the  standard  and  cri¬ 
teria  established  by  the  Secretary  under 
section  1306(c)  of  the  Act.”  Existing  reg¬ 
ulations  under  sectiim  1306(c)  are  found 
at  42  CFR  110.204;  these  will  be  amended 
shortly  to  carry  out  the  provisions  of 
Pub.  L.  94-460. 

The  commenters  differed  on  whether 
an  HMO  should  be  exempt  from  review 
if  it  has  been  determined  to  be  a  quali¬ 
fied  HMO  under  Title  Xm.  Some  indi¬ 
cated  that  they  were  in  favor  of  exemp¬ 
tion  while  others  claimed  that  since  Fed¬ 
eral  qualification  is  not  an  indicator  of 
quality,  these  HMOs  should  not  be  ex¬ 
empt.  Tlie  Secretary  points  out  that  cov¬ 
erage  of  HMOs  under  these  regulations 
is  required  by  the  statute,  and  there  is 
no  legal  basis  for  their  exemption,  re¬ 
gardless  of  whether  they  have  been  found 
to  be  qualified  HMOs  under  Title  Xni. 

A  few  commenters  suggested  that,  in 
developing  criteria  for  reviews  of  new 
institutional  health  services,  HSAs  and 
State  Agencies  should  give  special  con¬ 
sideration  to  those  HMOs  which  pre- 
dcnninantly  serve  Medicare  and  Medi¬ 
caid  beneficiaries  as  well  as  those  HMOs 
which  serve  more  than  one  health  service 
area.  While  these  concerns  are  impor¬ 
tant,  they  should  be  addressed  at  the 
HSA  and  State  level.  As  EDSPs  and  State 
Health  Plans  are  established  and  review 
criteria  developed,  HMOs  with  unique 
concerns  should  provide  information  to 
the  planning  agencies  so  that  their  par¬ 
ticular  circumstances  are  considered. 

Objection  was  raised  to  the  fact  that 
HMOs  are  placed  in  a  disadvantageous 
position  compared  to  providers  of  ambu¬ 
latory  services  on  a  fee-for-service  basis 
and  insurance  companies  (which  provide 
indemnity  coverage) ,  since  these  regula¬ 
tions  do  not  cover  either  of  the  latter. 
Coverage  under  the  regulations  is  based 
on  the  statute,  which  requires  review 
only  of  institutional  health  services,  de¬ 
fined  in  section  1531(5)  explicitly  to  in¬ 
clude  services  provided  through  health 
care  facilities  and  HMOs. 

A  number  of  cwnmenters  recommend¬ 
ed  that  language  be  added  to  the  regula¬ 
tions  to  state  that  the  HSA  shall  recom¬ 
mend,  and  the  State  Agency  shall  grant, 
certificates  of  need  to  HMOs  unless  the 
agencies  can  make  written  findings  that 
there  is  an  excessive  number  of  HMOs 
in  the  area  or  that  the  proposed  new  in- 
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sUtuUonal  health  service  is  available 
fr(Hn  non-HMO  providers  In  a  reason¬ 
able  and  cost  effective  manner.  This  rec¬ 
ommendation  was  not  accepted  becai^se 
it  would  be  tuitamount  to  creating  a 
separate  review  process  for  HMOs.  HSAs 
and  State  Agencies  would  be  required  to 
show  that  the  proposed  new  institutional 
health  service  is  not  needed  rather  than 
confirming  that  a  need  for  such  serv¬ 
ices  exists.  This  would  result  in  the  plan¬ 
ning  agencies  having  minimal  authority 
to  exercise  any  regulatory  control  over 
the  development  or  expansion  of  HMOs. 
The  Secretary  believes  that  this  would  be 
contrary  to  the  statute,  which  specifi¬ 
cally  requires  the  review  of  the  need  for 
new  institutional  health  services  “pro¬ 
vided  through  health  care  facilities  and 
health  maintenance  organi2ations.’’ 

%  122.308(a)  (11)  and  i  123.409(a)  (lit 
Special  needs  of  research  projects. 

Prom  several  comments,  it  has  become 
apparent  that  some  confusion  exists  with 
respect  to  the  requirement  for  consid¬ 
eration  of  the  special  needs  and  circum¬ 
stances  of  biomedical  or  behavioral  re¬ 
search  projects  which  are  designed  to 
meet  a  national  need  and  for  which  local 
conditions  offer  special  advantages.  This 
consideration  was  included  to  discourage 
the  disapproval  of  such  projects  with¬ 
out  at  least  consideration  of  their  spe¬ 
cial  needs,  such  as  the  presence  of  a 
highly  skilled  investigator  or  access  to 
certain  facilities. 

A  few  commenters  requested  identi¬ 
fication  of  the  entity  that  would  be  re¬ 
sponsible  for  determining  whether  a  na¬ 
tional  need  was  being  met  by  a  research 
project.  These  commenters  suggested 
that  a  mechanism  be  established  for  a 
oom'dlnated  review  of  such  proposals  by 
Federal,  State  and  local  agencies.  The 
Secretary  notes  that  the  reviewing  agen¬ 
cy  is  the  entity  which  must  determine 
whether  a  national  need  would  be  met, 
and  encourages  Federal  agencies.  State 
Agencies  and  HSAs  to  coordinate  their 
acUvities  in  reviewing  such  research 
projects. 

i  122M8(a)  (12)  and  i  123.409(a)  <12* 
Construction  projects. 

Numerous  comments  were  received  re¬ 
questing  deletion  of  the  provision  requir¬ 
ing  consideration  of  the  cost  and  impact 
of  construction  projects.  These  provi¬ 
sions  are  requlr^  pursuant  to  section 
1532 (c)  (9)  of  the  statute  and,  thus,  can¬ 
not  be  deleted. 

Several  commenters  suggested  that 
planning  ag^cies  review  only  those  con¬ 
struction  projects  which  have  an  imp>act 
on  the  area’s  health  care  system  or  serv¬ 
ices  and  exempt  those  projects  which  en¬ 
tail  only  minor  renovation  or  moderniza¬ 
tion.  The  Secretary  believes  that  any 
construction  project  covered  by  these 
regulations  would  have  an  effect  on  costs. 
If  the  construction  affects  Uie  costs  of 
the  ai^llcant  in  providing  health  care,  it 
obviously  affects  the  health  care  costs  of 
the  conuaunity;  the  extent  of  this  effect 
can  be  determined  only  by  review. 


S  122.308(a)  (12)  (i)  and  S  123.409(a)  (12) 
(i)  Costs  and  methods  of  proposed 
construction. 

A  munber  of  commenters  opposed  the 
role  of  HSAs  and  State  Agencies  in  re¬ 
viewing  the  methods  of  construction  to 
be  utilized  in  a  pr<^x)sed  project  and  re¬ 
quested  deletion  of  these  provisions. 
However,  this  requirement  is  set  out  in 
section  1532(c)(9)(A)  of  the  Act,  and 
therefore  cannot  be  deleted. 

Additional  comments  were  also  re¬ 
ceived  suggesting  deletion  of  the  require¬ 
ment  Uiat  HSAs  and  State  Agencies  con¬ 
sider  the  costs  and  method.s  of  energy 
provision.  Although  this  provision  is  not 
a  statutory  i-equirement.  it  W'as  included 
because  the  costs  of  providing  energy  are 
rapidly  increasing  and  causing  signifi¬ 
cant  increases  in  the  costs  of  construc¬ 
tion  and  on-going  operation  of  facilities. 
The  Secretary  has,  therefore,  concluded 
that  these  are  necessary  conditions.  An¬ 
other  cominenter  suggested  that  this 
consideration  be  broadened  to  include 
consideration  of  energy  utilization  and 
the  provisions  of  other  utiUties.  The  Sec¬ 
retary  feels  tliat  this  degree  of  detail  is 
Inappropriate  for  Federal  regulations  and 
is  best  left  to  the  HSA  and  State  Agency. 

?  122.308(b)  and  §  123.409(b)  Criteria 
for  different  types  of  reviews. 

One  cominenter  recommended  that  ex¬ 
ceptions  be  allowed  to  the  use  of  criteria. 
This  reccmimendation  has  not  beai  ac¬ 
cepted  because  the  criteria  ultimately 
adopted  by  an  agency  need  to  be  applied 
only  as  appropriate  to  a  particular  pro¬ 
posal.  Glv^  this  flexlbllll7  In  the  appli¬ 
cation  of  criteria,  the  commenter’s  con¬ 
cern  is  satisfied  without  further  provi¬ 
sions  in  the  regulations. 

5  122.309  and  §  123.410  Inpatient  facil¬ 
ities;  required  findings;  general  com¬ 
ments. 

Many  c^wnmenters  requested  the  dde- 
tion  from  these  sections  of  the  required 
findings  with  respect  to  the  appropriate¬ 
ness  of  the  use  of  similar  exist^  in¬ 
patient  services.  Ddetlon  was  requested 
for  the  following  reasons:  (1)  An  Im- 
imrtial  and  objective  analysis  is  impos¬ 
sible  to  perform  and  the  reviewing  agen¬ 
cies  are  powerless  to  Impose  sanctions 
witli  respect  to  existing  services  or  other¬ 
wise  to  correct  deficiencies;  (2)  this  re¬ 
quirement  provides  no  incentive  fw  a 
health  facility  to  operate  in  an  efBcient 
and  effective  manner;  (3)  it  is  actually 
a  disincentive  to  efficiency  in  that  any 
provider  can  discourage  competition  by 
being  lneffici«it;  and  (4)  it  is  vague,  in¬ 
definite,  not  reasonably  capable  of  proof 
and  budget  constraints  do  not  pamit 
its  review.  Other  commenters  Indicated 
that  the  burden  placed  on  an  applicant 
by  this  requirement  is  unfair  since  the 
applicant  cannot  directly  influence  the 
b^avlor  of  cmnpetltors  and  should 
therefore  not  be  held  responsible  for  their 
efficlaicy.  The  Secretary  is  ccmvlnced  by 
these  arguments  and  has  deleted  this 
provision  ({  122.309(b)  and  §  123.410(b) 
of  the  proposed  regulations)  as  a  re¬ 


quired  finding.  Howev^.  the  apixropriate- 
ness  and  tfSciency  of  existing  inpatient 
facilities  providing  services  similar  to 
those  being  proposed  are  important  fac¬ 
tors  in  the  review  oi  an  aiH)lication  for 
a  certificate  of  need.  Therefore,  the  In¬ 
troductory  paragraphs  of  S  122.309  and 
§  123.410  have  been  modified  to  reflect 
the  ne»l  for  this  consideration.  This 
modification  also  addresses  the  concerns 
of  those  who  requested  that  public  char¬ 
ity  hospitals  and  HMOs  not  be  subject  to 
these  fadings,  because  in  their  view  such 
entities  would  have  been  penalized  by 
§  122.309(b)  and  §  123.410(b)  of  the  pro¬ 
posed  regulation.  The  deletion  of  S  122.- 
309(b)  and  §  123.410(b)  also  eliminates 
any  need  to  combine  them  with  §  122.309 
(d)  and  §  123.410(d),  as  suggested  by 
one  commenter. 

One  commenter  requested  that  the 
phrase  “existing  Inpatient  facilities’’  be 
changed  to  “existing  health  care  sys¬ 
tem.’’  Although  the  appropriate  and 
efficient  use  of  all  parts  of  the  existing 
health  care  system  is  a  goal  of  certificate 
of  need  programs,  this  change  was  not 
included  in  the  amendment  to  the  intro¬ 
ductory  paragraph  in  §  122.309  and 
§  123.410,  since  the  Secretary  does  not 
expect  an  HSA  or  a  State  Agency  to  re¬ 
view  the  entire  health  care  system  in  the 
review  of  a  specific  pnnxtsal. 

One  commenter  suggested  that  local 
providers  and  provider  organizations 
should  be  involved  in  making  the  find¬ 
ings  required  by  9  122.309(b)  and  9  123.- 
410(b)  of  the  proposed  regulatlCHis,  to 
prevent  arbitraiy  decisions  on  the  part 
of  the  HSAs.  Ihis  provlsl(m  is  considered 
lumecessary  in  the  language  now  added 
to  the  introductory  paragraphs,  since 
the  agencies  may  use  whatever  sources  of 
expertise  are  available  to  them  but  are 
required  to  make  these  findings  them¬ 
selves  prim:  to  recommending  or  approv¬ 
ing  an  inpatient  service. 

Another  commenter  requested  that  the 
requirement  for  comparison  be  modified 
to  assure  that,  where  existing  Inpatient 
facilities  ot  low  quality  are  not  being 
used  in  an  appropriate  and  efficient  man¬ 
ner.  they  should  not  be  included  in  the 
comparison  so  that  competing  high 
quality  services  would  be  allowed  to 
develop.  This  c<Hnment  has  been  ad¬ 
dressed  by  deleting  the  requirement  for 
this  finding. 

Several  commenters  suggested  clarifi¬ 
cation  or  modlficaticm  of  the  language  of 
the  proposed  regulations  clearly  to  indi¬ 
cate  the  placement  of  the  burden  of 
proof  for  the  required  findings  (m  either 
the  provider  applicant  or  the  reviewing 
agency.  One  commenter  suggested  that 
the  language  should  be  neutral  with  re¬ 
spect  to  the  placement  of  the  burden  of 
proof.  Related  to  these  conunents  were 
many  others  concerning  the  time  and 
staff  required  by  the  reviewing  agencies 
to  implemoit  these  sections  of  the  regu¬ 
lations.  One  c(xnmenter  stated  that  the 
requirements  of  1 122.309  and  9  123.410 
would  substantially  increase  the  depth 
and  scope  of  the  certificate  of  need  re¬ 
views  without  providing  additional  bene- 
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fits  and  should  be  deleted.  Others  sug¬ 
gested  hmiting  the  scope  of  the  require¬ 
ments  or  delaying  the  implementation  of 
these  requirements  for  a  specified  period 
of  time.  In  all  but  one  instance,  those 
suggestions  were  not  followed.  The  Sec¬ 
retary  has  concluded  that  the  language 
of  the  proposed  regulations  is  neutral 
with  respect  to  the  placement  of  the 
burden  of  proof  and  it  does  not  prevent 
either  the  HSA  or  the  State  agency  from 
requiring  the  applicant  to  address  all  the 
appropriate  criteria  enumerated  under 
§  122.309  and  §  123.410.  The  reviewing 
agency  may  then  accept  or  reject  the 
applicant’s  analysis  of  his  conformance 
with  the  criteria,  but  must  prepare  its 
own  written  findings  pursuant  to  §  122.- 
306(a)(5)  or  §  123.407(a)(5).  Since  the 
reviewing  agencies  are  required  only  to 
make  “findings,”  not  necessarily  to  per¬ 
form  original  analysis,  they  may  base 
their  findings  on  analysis  conducted  by 
the  applicant,  other  institutions,  £^en- 
cies  or  parties,  or  any  other  information 
available  to  them.  Therefore,  comments 
concerning  staffing  limitations,  which 
proposed  limiting  the  scope  of  these  re¬ 
quirements  and  delaying  their  imple¬ 
mentation,  were  not  adopted. 

Many  commenters  indicated  that  the 
phrase  “service  to  inpatients”  is  vague 
and  would  seem  to  cover  all  aspects  of  a 
hospital’s  operations.  One  commenter 
suggested  that  the  introductory  para¬ 
graph  in  §  122.309  and  §  123.410  be  modi¬ 
fied  to  read  as  follows:  “in  the  case  of 
certain  proposed  new  institutional  health 
services  •  •  •”  Another  commenter  indi¬ 
cated  that  these  sections  should  apply 
only  to  changes  in  bed  capacity,  since 
they  duplicate  the  criteria  in  §  122.308 
and  §  123.409.  To  clarify  this  issue,  the 
Secretary  has  revised  the  regulations  to 
provide  that  only  proposed  new  institu¬ 
tional  health  services  for  th  provision  of 
health  services  to  inpatients  will  require 
that  agencies  make  the  specified  findings. 
Thus,  capital  expenditures  of  $150,000  or 
more  relating  to  food  services  or  other 
support  services  for  inpatients  are  exam¬ 
ples  of  inpatient  services  to  which  the 
“required  findings”  provisions  do  not  ap¬ 
ply.  Moreover,  “required  findings”  are 
not  mandatory  for  those  hospital  services 
not  related  to  inpatients;  examples  are 
ambulatory  and  emergency  medical  serv¬ 
ices. 

Many  commenters  expressed  concern 
regarding  the  applicability  of  these  re¬ 
quirements  to  all  inpatient  facilities  and 
institutional  health  services.  One  com¬ 
menter  suggested  that  it  does  not  appear 
necessary  to  accentuate  the  special  na¬ 
ture  of  Inpatient  facilities  and  that  these 
requirements  should  be  deleted  here  and 
Included  tmder  §  122.308  and  123.409  as 
criteria  to  ^  applied  to  all  reviews.  An¬ 
other  commenter  suggested  that  these 
sections  be  made  optiraial  for  State  cer¬ 
tificate  of  need  programs  because  condi¬ 
tions  of  excess  inpatient  beds  do  not  ex¬ 
ist  uniformly  in  every  state  or  in  every 
region  within  a  State.  Lastly,  one  cmn- 
menter  claimed  that  the  requirements 
prc^bit  any  capital  expenditure  Im¬ 
provements.  Tliese  suggestions  were  not 
accepted  because  the  Secretary  considers 


that  a  major  purpose  of  a  State  certifi¬ 
cate  of  ne^  program  is  to  prevent  the 
ccHistruction  of  unnecessary  and  inap¬ 
propriate  health  care  facilities.  Further¬ 
more,  as  indicated  in  the  Preamble  to 
proposed  regulations,  evidence  suggests 
that  there  is  an  excess  supply  of  hospital 
beds  in  many  areas  of  the  country  and 
that  some  states  already  have  an  ade¬ 
quate  or  excess  number  of  nursing  home 
beds.  ’The  findings  required  by  these  sec¬ 
tions  are  intended  to  confront  the  prob¬ 
lem  of  overbuilding  of  inpatient  facilities 
and  to  minimize  or  eliminate  overbuild¬ 
ing.  It  is  not  expected  that  these  required 
findings  will  create  adverse  effects  in 
areas  where  there  is  a  demonstrable 
shortage  of  facilities  or  services. 

Another  commenter  requested  that 
§  122.309  and  §  123.410  be  limited  to  pro¬ 
posals  which  permanently  increase  or  de¬ 
crease  inpatient  bed  supply.  This  sug¬ 
gestion  was  not  adopted  because,  as  pre¬ 
viously  stated,  the  Secretary  has  incor¬ 
porated  a  time  factor  in  the  definition,  at 
§  122.304(a)(3)  and  §  123.404(a)  (3) .  of 
the  bed  changes  which  must  be  reviewed. 

Several  commenters  also  requested 
that  these  sections  be  expanded  to  in¬ 
clude  other  than  inpatient  levels  of  care, 
such  as  outpatient  care.  However,  the 
major  objective  of  these  sections  Is  to 
confront  the  overbuilding  and  excess 
supply  of  inpatient  beds.  Nevertheless, 
any  State  may  also  include  other  than 
inpatient  services  in  the  findings  required 
for  issuance  of  a  certificate  of  need. 

Many  commenters  suggested  that  all  of 
these  sections  be  deleted  because  they  are 
not  based  on  statutory  authority  as  ex¬ 
pressed  in  Pub.  L.  93-641.  However,  sec¬ 
tion  1523(a)(4)(B)  of  the  Act  requires 
a  State  to  administer  a  State  certificate 
of  need  program  “which  applies  to  new 
institutional  health  services  proposed  to 
be  offered  or  developed  within  the  State 
and  which  is  satisfactory  to  the  Secre¬ 
tary.”  Because  of  the  findings  of  section 
2(a)  (4)  of  Pub.  L.  93-641  which  pertain 
to  the  previously  uncontrollable  and  in¬ 
flationary  increases  in  the  costs  of  health 
care,  particularly  of  inpatient  hospital 
care  the  Secretary  has  determined  that 
these  required  findings  for  inpatient 
services  are  necessary  for  a  satisfactory 
certificate  of  need  program. 

Other  commenters  requested  that 
§  122.309  and  §  123.410  be  deleted  because 
the  differences  between  certificate  of 
need,  reriew  of  new  institutional  health 
services,  and  section  1122  reviews  are  un¬ 
necessary  and  cxunbersome,  because 
these  sections  are  based  on  the  assump¬ 
tion  that  valid  needs  for  inpatient  serv¬ 
ices  do  not  exist,  and  because  they  over¬ 
ride  local  differences  and  autonomy  by 
establishing  absolute  standards.  These 
suggestions  have  not  been  followed  for 
several  reasons.  Ihere  is  a  substantial 
difference  between  reviews  of  new  insti¬ 
tutional  health  services,  including  certif¬ 
icate  of  need  reviews,  and  reviews  imder 
section  1122.  The  former  reviews  are  di¬ 
rected  toward  proposed  new  instituticmal 
health  services,  whfle  the  section  1122 
program  is  limited  to  review  of  proposed 
capital  expenditures.  Further,  the  Secre¬ 
tary  recognizes  that  a  need  for  inpatient 


services  does  exist  in  some  areas  and, 
while  these  sections  are  directed  toward 
areas  of  excess  supply,  they  are  not  ex¬ 
pected  to  hamper  the  development  of 
additional  supply  in  areas  where  there  is 
a  shortage.  Finally,  these  requirements 
are  not  intended  to  override  local  differ¬ 
ences  and  autonomy,  since  HSAs  and 
State  Agencies  must  develop  standards 
and  criteria  based  on  these  sections,  and 
make  the  required  findings. 

One  commenter  questioned  the  appli¬ 
cability  of  these  findings  in  States  with  a 
single  statewide  HSA.  The  Secretary  has 
indicated  in  the  proposed  regulations  and 
in  previous  regulations  that  the  HSAs 
and  State  Agencies  are  separate  bodies 
and  therefore  the  conduct  of  this  respon¬ 
sibility  would  be  the  same  as  in  States 
with  more  than  one  HSA. 

One  commenter  requested  that,  be¬ 
cause  of  the  demand  placed  upon  the 
resources  of  the  reviewing  agencies  in 
making  these  findings,  the  State  Agency 
be  required  only  to  confirm  or  reject  the 
findings  of  the  HSA.  nie  Secretary  em¬ 
phasizes  that  §  122.309  and  §  123.410  re¬ 
quire  that  the  HSA  and  the  State  Agency 
each  make  its  own  findings  in  writing. 

Another  commenter  suggested  that  the 
regulation  should  be  more  specific  and 
should  define  what  is  meant  by  an  ade¬ 
quate  demonstration  of  findings.  This 
suggestion  has  not  been  adopted;  what¬ 
ever  standards  and  additional  criteria 
are  used  by  the  reviewing  agency  will 
define  an  adequate  demonstration  of 
findings. 

One  commenter  expressed  concern  that 
a  State  Agency  would  be  subject  to  pro¬ 
viding  a  hearing  to  any  interested  per¬ 
son  regarding  its  decision  on  these  find¬ 
ings,  while  another  commenter  indicated 
that  a  public  hearing  on  these  findings 
is  warranted.  In  response  to  these  com¬ 
ments,  the  Secretary  notes  that  these 
findings,  as  a  necessary  part  of  certain 
agency  decisions,  are  subject  to  chal¬ 
lenge  when  a  hearing  on  any  of  these 
decisions  is  held. 

’Two  commenters  questioned  w'hy  these 
findmgs  must  be  made  in  vsrriting.  They 
specifically  suggested  that  the  State 
Agency  should  not  have  to  provide  a  de¬ 
tailed  written  statement  of  any  discrep¬ 
ancy  between  the  State  Agency’s  findings 
and  those  of  the  HSA.  The  Secretary  sees 
the  need  for  ■written  findings  and  notes 
that  §  123.407(a)  (9)  requires  a  detailed 
statement  only  if  the  State  Agency's 
decision  differs  from  the  HSA’s  recom¬ 
mendation. 

§  123.309(a)  and  §  123.410(a)  Alterna¬ 
tives  to  inpatient  services. 

Many  commenters  requested  specific 
changes  in  the  wording  of  the  proposed 
regulations.  One  commenter  suggested 
that  the  phrase  “the  development  of  al¬ 
ternatives  has  been  studied”  be  changed 
to  “the  develoF«nent  of  alternatives  has 
been  reasonably  studied.”  Ihe  Secretary 
has  not  included  this  suggestion  because 
such  a  change  would  raise  additional 
questitms  writhout  improving  the  lan¬ 
guage  of  the  regulations.  As  presently 
stated,  the  regulations  permit  agencies 
the  latitude  to  define  the  scope  and  depth 
of  the  analysis  required  to  support  their 
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findings.  Use  of  the  word  "reasonaWy” 
would  require  further  guidance  from  the 
Secretary  and,  thus  diminish  the  latitude 
of  the  reviewing  agencies.  Several  com- 
menters  suggested  that  the  idirase.  “less 
rostly,  more  efficient,  or  more  £q>proprlate 
alternatives”  be  changed  by  substituting 
•‘and”  for  “or.”  *ihis  exact  suggestion  was 
not  adopted,  but  §  122.309(a)  and 
$  123.410(a)  have  been  changed  to  clar> 
ify  that  the  purpose  of  this  provision  is 
to  ensure  that  State  agencies  consider 
alternatives  to  the  proposal  and  must 
find  that,  at  least  in  terms  of  cost,  effi¬ 
ciency,  and  appropriateness,  these  alter¬ 
natives  are  iiiot  practicatfie.  Further,  the 
Secretary  does  not  agree  with  sugges¬ 
tions  that  the  word  “practicable”  should 
be  followed  by  the  phrase,  “at  the  time 
of  the  review;”  it  adds  little  meaning  to 
this  subsection  since  the  reviewing  agen¬ 
cies  will  be  aware  that  what  is  not  prac¬ 
ticable  immediately  may  become  so  in  the 
near  future.  Another  commenter  re¬ 
quested  that  these  subsections  be  ended 
after  the  irtirase,  “not  available.”  This 
comment  was  not  adopted  because  if  an 
alternative  is  not  available,  yet  its  devel¬ 
opment  might  be  practicaUe,  serious 
consideration  should  be  given  to  su<h 
development. 

Two  commenters  expressed  concern 
that  these  subsections  would  deter  the 
development  of  new  Instituticmal  health 
services  and  the  development  of  alter¬ 
nate  methods  of  health  delivery.  One 
was  particularly  concerned  that  the  lan¬ 
guage  of  the  proposed  regulations  was 
too  restrictive  and  the  other  Indicated 
that  the  studies  needed  to  support  the  re¬ 
quired  findings  would  result  in  delays 
which  would  not  otherwise  occur  in 
granting  certificates  of  need.  Regarding 
the  former  concmis,  the  Secretary  has 
Indicated  that  the  purpose  of  this  sec¬ 
tion  is  to  highlight  the  need  for  alternate 
methcxls  of  health  care  delivery  and  to 
prevent  the  development  of  services  and 
facilities  which  are  not  as  efficient  and 
appropriate  as  these  alternatives.  The 
i^retary  has  also  noted  that  the  latter 
concerns  may  be  well  founded,  but  that 
any  ensuing  delays  should  result  In  better 
dedslons  6n  certificate  of  need  applica¬ 
tions. 

Two  ccMnmenters  suggested  that  the 
tenns  “more  efficient”  and  “more  appro¬ 
priate”  in  §  122.309(a)  and  §  123.410(a) 
are  excessive  and  vague.  In  response  to 
these  comments,  the  Secretary  points  out 
that  the  reviewing  agencies  may  define 
these  terms  based  on  local  perspectives, 
as  expressed  in  their  adopteirplans,  cri¬ 
teria  and  standards. 

One  conunenter  indicated  with  regard 
to  §  122.309(a)  and  $  123.410(a)  that 
even  if  alternative  services  are  feasible, 
the  lack  of  someone  to  finance  and  de¬ 
velop  them  may  prevent  their  establish¬ 
ment.  He  added  that  feasible  but  non¬ 
existent  services  should  not  be  grovmds 
for  den3rlng  proposals  for  services  whi(^ 
are  otherwise  deslraUe.  However,  the 
term  “available”  as  used  in  this  provision 
implies  existing  or  readily  available  serv- 
toes,  not  remote  or  theoretkal  services. 


§  122J09(b)  and  S  123.410(h)  Alterna¬ 
tives  to  new  construction. 

Many  comments  requested  deletion  of 
S  122.309(c)  and  §  123.410(c)  of  the  pro¬ 
posed  regulations,  now  S  122.309(b)  and 
§  123.410(b) ,  regarding  reqiiired  findings 
concerning  alternatives  to  new  construc¬ 
tion.  Most  of  these  commenters  argued 
that  the  language  of  the  proposed  reg¬ 
ulations  emphasized  modernization 
rather  than  replacement,  and  thus 
might  actually  encourage  wasteful  ex¬ 
penditures  in  some  cases.  Others  indi¬ 
cated  that  this  requirement  could  not  be 
fulfilled  and  that  it  was  not  based  on 
statutory  authority.  One  commenter  re¬ 
quested  that  the  last  phrase,  “and  have 
been  implemented  to  the,  ex  tent  practi¬ 
cable,”  be  deleted.  These  comments  were 
not  accepted  because  the  regulations  re¬ 
quire  only  that  modernization  has  been 
considered  as  an  alternative.  If  moderni¬ 
zation  is  more  expensive  or  otherwise  not 
feasible,  then  a  finding  may  be  made  that 
alternatives  have  been  “Implemented  to 
the  maximum  extent  practicable.” 

Several  conunenters  suggested  specific 
modifications  to  the  required  finding  re¬ 
garding  alternatives  to  new  construction. 
One  requested  that  the  wording  be 
changed  to  indicate  that  alternatives  to 
new  constructi(Hi  have  been  explored 
and  found  to  be  either  more  expensive  or 
not  practicable.  Another  suggested  that 
these  alternatives  only  need  to  be  con¬ 
sidered  and  found  not  feasible.  Others 
suggested  that  these  alternatives  be 
“reasonably”  considered.  One  com¬ 
menter  suggested  that  further  definition 
be  given  to  the  word  “practicable.”  An¬ 
other  commenter  sought  clarification  of 
the  extent  to  which  alternatives  for 
construction  must  be  considered  and  im¬ 
plemented.  The  Secretary  has  not  fol- 
low'ed  these  suggestions  because  they 
either  excessively  weaken  the  provision 
or  create  a  need  for  further  clarification. 
Furthermore,  it  Is  intended  that  the  re¬ 
viewing  agencies  determine  the  opera¬ 
tional  definition  of  “practicable”  based 
on  state  and  local  circmnstances. 

§  122.309(c)  and  {  123.410(c)  Problems 
in  obtaining  proposed  types  of 
service. 

A  number  of  commenters  requested 
the  deletion  of  §  122.309(d)  and  §  123.410 
(d)  of  the  proposed  regulations,  now 
§  122.309(c)  and  §  123.410(c),  which  re¬ 
quired  a  finding  that  patients  wiU  ex¬ 
perience  serious  problems  In  the  absence 
of  the  proposed  new  service  as  a  precon¬ 
dition  of  determining  that  a  proposed 
new  inpatient  service  is  needed.  They 
cited  the  following  reasons:  (1)  The  re¬ 
quirement  has  no  statutory  authority; 
(2)  It  is  inconsistent  with  sound  plan¬ 
ning;  (3)  other  parts  of  i  122.309  and 
§  123.410  accomplish  this  Intent;  and  (4) 
It  Is  impractical  and  cannot  be  admin¬ 
istered  effectively.  Another  commenter 
took  issue  with  the  word  “serious.”  The 
Secretary  has  retained  these  provisions 
because  an  important  purpose  of  the 
health  planning  and  regulatory  pro¬ 
grams  required  by  Title  XV  Is  to  prevent 
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or  alleviate  the  health  problems  of  the 
population  served  or  to  be  served.  This 
provision  is  consistent  with  sound  health 
planning  and  can,  in  the  judgment  of  the 
Secretary,  be  administered  effectively, 
based  upon  the  criteria  and  standards 
that  an  agency  must  develop  and  use  in 
reviewing  a  certificate  of  need  appli¬ 
cation.  The  one  commenter  who  ob¬ 
jected  to  the  term  “serious”  was  joined 
by  others  who  suggested  clarification  of 
this  word.  To  reflect  more  precisely  the 
intent  of  the  requirement,  certain  types 
of  serious  problems  have  been  specified, 
while  allowing  the  agencies  to  add  other 
criteria  if  they  choose. 

Another  commenter  suggested  that  this 
criterion  be  ranked  first  on  the  list  of 
requii'ed  findings.  These  provisions  were 
not  ranked  in  order  of  priority,  and  all 
of  the  findings  must  be  made  as  a  con¬ 
dition  for  recommending  or  granting  a 
certificate  of  need. 

§  122.309(d)  and  S  123.410(d)  Consist¬ 
ency  with  other  State  plans  for  long¬ 
term  care. 

State  Agencies  ai*e  required  by  §  123.- 
410(d)  (§  123.410(a)  of  the  proposed 

vegulatians) ,  to  make  a  finding,  in  the 
case  of  proposals  for  the  addition  of  beds 
for  the  provisicm  of  skilled  nursing  or 
intermediate  care  services,  that  the  ad¬ 
dition  will  be  consistent  with  the  plans 
of  other  State  Agencies  responsible  for 
the  financing  of  long-term  care  (includ¬ 
ing  home  health  services).  One  cwn- 
menter  asked  why  the  Secretary  did  not, 
in  §  122.309,  require  HSAs  to  make  the 
same  finding.  The  Secretary  has  modi¬ 
fied  5  122.309  to  Include  a  similar  provi¬ 
sion. 

Many  commenters  suggested  that 
5  123.410(e)  of  the  propose<3  regulation 
$  123.410(e)  of  the  prcqiosed  regulations 
be  deleted  because  the  State  Health  Plan 
is  the  authoritative  dcKument  for  the 
State  for  the  devel(vment  of  health  re- 
.sources.  One  argued  that  this  provision 
would  create  ccmfusion  concerning  the 
roles  of  the  State  Agency  and  other  State 
agencies.  The  Secretary  concurs  with 
these  concerns  and  has  modified  the  reg- 
iilation  to  require  "consideration”  of  the 
relationship  of  the  proposal  to  these 
other  agencies’  plans,  rather  than  requir¬ 
ing  that  they  be  “consistent.” 

One  commenter  claimed  that  this  pro¬ 
vision  would  force  the  reviewing  agency 
to  certify  levels  of  care  within  institu¬ 
tions,  to  some  extent.  However,  the  re¬ 
quirement  is  only  that  the  finding  be 
made  prior  to  approval  of  this  type  f>f 
service. 

One  commenter  questioned  the  inclu¬ 
sion  of  home  health  services  in  this  sec- 
titm,  since  the  prt^posed  regulation  had 
excluded  hcmae  health  agencies  from 
coverage  under  the  requirements  for  a 
State  certificate  of  ne^  program.  The 
Secretary  believes  that  coverage  of  home 
health  agencies  by  certificate  of  need  is 
not  linked  with  this  requirement.  Aware¬ 
ness  of  the  plans  of  State  Agencies  re- 
sponible  for  the  provisicm  and  financing 
of  h(»ne  health  services  brings  an  addi- 
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tional  factor  to  the  review  of  an  appli¬ 
cation  for  a  certificate  of  need  and  will 
presumably  result  in  a  better  decision  by 
the  reviewing  agency.  Hierefore,  al¬ 
though  home  health  services  are  not  re¬ 
quired  to  be  covered  for  certificate  of 
need,  review,  the  planning  agencies 
should  consider  them  in  developing  their 
HSPs. 

One  commenter  suggested  that  the  re¬ 
quired  findings  be  enlarged  by  requir¬ 
ing  that  there  be  a  utilization  review 
program  in  place  and  that  such  program 
not  be  limited  to  the  Medicare  and  Med¬ 
icaid  programs.  The  Secretary  believes 
that  it  is  impractical  to  require  an  inten¬ 
sive  review  of  this  nature  for  every  appli¬ 
cation;  however,  there  is  nothing  in  the 
language  of  the  regulations  which  pre¬ 
vents  an  agency  from  employing  utiliza¬ 
tion  as  a  criterion. 

Accordingly,  42  CPR  Parts  122,  123, 
and  100  are  amended  in  the  manner  set 
forth  below. 

Effective  date:  The  regulations  set 
forth  below  are  effective  February  22, 
1977. 

The  Department  of  Health,  Education, 
and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  pro¬ 
posal  requiring  preparaticm  of  an  iiifia- 
tion  impact  statement  under  Executive 
Order  11821  and  OMB  Circular  A-107. 

Dated:  January  11, 1977. 

Theodore  Cooper, 
Assistant  Secretary  for  Health. 

Approved:  January  13. 1977. 

David  Mathews, 

Secretary. 


PART  100— LIMITATION  ON  FEDERAL 
PARTICIPATION  FOR  CAPITAL  EXPEND¬ 
ITURES 

3.  Paragraph  (e)  of  42  CFR  100.102  is 
revised  to  reaid  as  follow's : 

§  100.102  1>efinilion<>. 

*  *  •  *  # 

(e)  “Health  care  facility”  includes  hos¬ 
pitals,  psychiatric  hospitals,  tuberculo¬ 
sis  hospitals,  skilled  nursing  facilities, 
kidney  diseaise  treatment  centers,  includ¬ 
ing  freestanding  hemodiadysis  units, 
intermediate  care  facilities,  and  ambula¬ 
tory  surgical  fatcilities,  but  does  not  in¬ 
clude  Christian  Science  samatoriums  op¬ 
erated,  or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston,  Mais- 
sau:husetts.  For  purposes  of  this  para¬ 
graph: 

( 1 )  The  term  “hospitad”  means  an  in¬ 
stitution  which  is  primarily  engaiged  in 
providing  to  inpatients,  by  or  under  su¬ 
pervision  of  physlciauis,  diaignostic  serv¬ 
ices  and  therapeutic  services  for  medical 
diagnosis,  treaitment,  amd  care  of  injiued, 
disabled,  or  sick  persons,  or  rehabilita¬ 
tion  services  for  the  rehabilitation  of  in¬ 
jured,  disatbled,  (h*  sick  persams.  Such 
term  does  not  include  psychiatric  and 
tuberculosis  hospitads. 

(2)  Hie  term  “pssrchiatric  hospital’’ 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by  or 
under  the  supervision  of  a  physician, 
psychiatric  services  for  the  dlaignosls  and 
treatment  of  mentadly  ill  persons. 
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(3)  The  term  “tuberculosis  hospitad” 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by  or 
under  the  supervision  of  a  physician, 
medical  services  for  the  diaignosls  amd 
treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  faicility’’ 
means  an  institution  or  a  distinct  part  of 
an  institution  which  is  primairily  engaged 
in  providing  to  inpatients  skilled  nursing 
care  and  related  services  for  patients  who 
require  medicad  or  nursing  care,  or  re¬ 
habilitation  services  for  the  rehabilita¬ 
tion  of  injured,  disabled,  or  sick  persons. 

(5)  The  term  “intermediate  care  facil¬ 
ity”  means  an  institution  which  provides, 
on  a  regular  basis,  health-related  care 
and  services  to  individuals  who  do  not 
require  the  degree  of  care  and  treatment 
which  a  hospital  or  skilled  nursing  facil¬ 
ity  is  designed  to  provide,  but  who  be¬ 
cause  of  their  mental  or  physical  condi¬ 
tion  require  h6alth-related  care  and 
services  (above  the  level  of  room  and 
board) . 

(6)  The  term  “ambulatory  surgical  fa¬ 
cility”  means  a  facility,  not  a  part  of  a 
hospital,  which  provides  surgical  treat¬ 
ment  to  patients  not  requiring  hospitali¬ 
zation.  Such  term  does  not  include  the 
offices  of  private  physicians  or  dentists, 
whether  for  individual  or  group  practice. 

(Sec.  1122,  Social  Seciu'ity  Act,  86  Stat.  1386 
(42  U.S.C.  1320a-l).) 


PART  122 — HEALTH  SYSTEMS  AGENCIES 

1.  Part  122  of  Title  42,  CFR,  is  amended 
by  adding  thereto  a  new  Subpart  D,  to 
read  as  follows: 

Subpart  D — Procedures  arul  Criteria  for  Review 
of  New  Institutional  Health  Services 

122.301  Definition. 

122.302  Purpose  and  £q>plicabillty. 

122.303  General. 

122.304  New  institutional  health  services 

subject  to  review. 

122.305  Adoption  and  public  notice  of  re¬ 

view  procedures  and  criteria. 

122.306  Procedures  for  health  systems  agen¬ 

cy  review. 

122.307  Exceptions  to  use  ot  procedures. 

122.308  Criteria  lor  health  systems  agency 

'  review. 

122.309  Inpatient  facilities;  required  find¬ 

ings. 

122.310  Health  maintenance  organizations; 

required  finding. 

Authoritv:  Sec.  216,  5t  Stat.  €90  (42  TTH.C. 
216) ;  sec.  1532  of  the  Public  Health  Service 
Act,  88  Stat.  2251-53  (42  n.S.C.  300n-l). 

§  122.301  Definitions. 

In  additicm  to  the  terms  defined  in 
subpart  A  of  this  Part,  as  used  in  this 
subpart: 

(a)  The  term  “to  develop,”  when  used 
in  connection  with  health  services,  means 
to  undertake  those  activities  which  on 
their  completion  will  result  in  the  offer 
of  a  new  instituticmal  health  service  or 
the  incurring  of  a  financial  obligation, 
as  defined  under  applicable  State  law, 
in  relation  to  the  offering  of  such  a 
service. 

(b)  The  term  “health  care  facility”  is 
defined  under  section  1531(5)  of  the 
Act  to  have  the  same  meaning  as  such 
term  as  in  regulations  prescribed  under 
section  1122  of  the  Social  Security  Act. 
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Such  regulations  (42  CPR  §  100.102(e)  > 
define  the  term  “health  care  facility”  as 
Including  hospitals,  psychiatric  hos¬ 
pitals,  '  tuberculosis  hospitals,  skilled 
nursing  facilities,  kidney  disease  treat¬ 
ment  centers,  including  freestanding 
hemodialysis  units,  intermediate  care  fa¬ 
cilities,  and  ambulatory  surgical  facili¬ 
ties,  but  does  not  include  Christian 
Science  sanatoriums  operated,  or  listed 
and  certified,  by  the  First  Church  of 
(Thrist  Scientist,  Boston,  Massachusetts. 
Such  regulations  also  provide  that: 

(1)  The  term  “hospital”  means  an 
institution  which  is  primarily  engaged  in 
providing  to  inpatients,  by  or  under  the 
supervision  of  physicians,  diagnostic 
services  and  therapeutic  services  for 
medical  diagnosis,  treatment,  and  care 
of  injured,  disabled,  or  sick  persons,  or 
rehabilitation  services  for  the  rehabilita¬ 
tion  of  injured,  disabled,  or  sick  persons. 
Such  terms  do  not  include  psychiatric 
and  tuberculosis  hospitals. 

(2)  The  term  “psychiatric  hospital” 
means  an  institution  which  is  primarily 
engaged  in  providing  to  Inpatients,  by 
or  under  the  supervision  of  a  physician, 
psychiatric  services  for  the  diagnosis  and 
treatment  of  mentally  ill  persons. 

(3)  The  term  “tuberculosis  hospital” 
means  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients,  by 
or  under  the  supervision  of  a  physician, 
medical  services  for  the  diagnosis  and 
treatment  of  tuberculosis. 

(4)  The  term  “^lled  nursing  facil¬ 
ity”  means  an  institution  or  a  distinct 
part  of  an  institution  which  is  primarily 
engaged  in  providing  to  inpatients  skilled 
nursing  care  and  related  services  for 
patients  who  require  medical  or  nurs¬ 
ing  care,  or  rehabilitition  services  for 
the  rehabilitation  of  injured,  disabled, 
or  sick  persons. 

(5)  The  term  “intermediate  care 
facility”  means  an  institution  which 
provides,  on  a  regular  basis,  health- 
related  care  and  services  to  individuals 
who  do  not  require  the  degree  of  care 
and  treatment  which  a  hospital  or 
skilled  nursing  facility  is  designed  to 
provide,  but  who  because  of  their  mental 
or  physical  condition  require  health  re¬ 
lated  care  and  services  (above  the  level 
of  room  and  board) . 

(6)  The  term  “ambulatory  surgical 
facility”  means  a  facility,  not  a  part  of 
a  hospital,  which  provides  surgical  treat¬ 
ment  to  patients  not  requiring  hospitali¬ 
zation. 

Such  term  does  not  include  the  offices 
of  private  physicians  or  dentists,  whether 
for  individual  or  group  practice. 

(c)  The  term  “health  maintenance 
organization”  is  defined  under  sectkm 
1531(5)  of  the  Act  to  have  the  same 
meaning  as  such  term  has  in  regulaticms 
prescribed  under  section  1122  of  the 
Social  Security  Act.  Such  regulations  (42 
CFR  §  100.102(f) )  define  the  term 
“health  maintenance  wganlzation”  to 
mean  a  public  or  private  organlzatioa. 
'  organized  under  the  laws  of  any  State, 
which 

(1)  Provides  or  otherwise  makes 
available  to  enrolled  participants  health 
care  services,  including  at  least  the  fol- 
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lowing  basic  healtii  care  services:  Usual 
ph3rsician  services,  hospitalizaticm,  lab¬ 
oratory.  X-ray,  emergency  and  ix^ven- 
tive  services,  and  out-of-area  coverage; 

(2)  Is  compensated  (except  for  co¬ 
payments)  for  the  provision  of  the  basic 
health  care  services  listed  in  paragraph 

(c)(1)  of  this  section  to  enrolled  par¬ 
ticipants  on  a  predetermined  periodic 
rate  basis;  and 

(3)  Provides  physicians’  services  pri¬ 
marily  (1)  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organization,  or  (ii)  through  ar¬ 
rangements  with  individual  physicians 
or  one  or  more  groups  of  physicians  (or¬ 
ganized  on  a  group  practice  or  individ¬ 
ual  practice  basis) . 

(d)  Hie  term  “health  services”  means 
clinically  related  (i.e.,  diagnostic,  treat¬ 
ment,  or  rehabilitative)  services,  and  in¬ 
cludes  alcohol,  drug  abuse,  and  mental 
health  services. 

(e)  The  term  “institutional  health 
services”  means  health  services  provided 
in  or  through  health  care  facilities  or 
health  maintenance  organizations  and 
includes  the  entities  in  or  through  which 
such  services  are  provided. 

(f)  The  term  “to  offer,”  when  used  in 
connection  with  health  services,  means 
that  the  health  care  facility  or  health 
maintenance  organization  holds  Itself 
out  as  capable  of  providing,  or  as  having 
the  means  for  the  provision  of,  specified 
health  services. 

(g)  The  term  “person”  means  an  in¬ 
dividual,  a  trust  or  estate,  a  partnership, 
a  corporation  (including  associations, 
joint  stock  companies,  and  insurance 
companies)  a  State,  or  a  political  sub¬ 
division  or  Instrumentality  (including  a 
mxmlcipal  corporation)  of  a  State. 

§  122.302  Purpose  and  applicability. 

Section  1513(f)  of  the  Public  Health 
Service  Act  requires  each  health  systems 
agency,  in  order  to  assist  State  health 
planning  and  development  agencies  in 
carrying  out  their  functions  imder  para¬ 
graphs  (4)  and  (5)  of  section  1523(a),  to 
review  and  make  recommendations  to 
the  appropriate  State  Agency  respecting 
the  need  for  new  institutional  health 
services  proposed  to  be  offwed  or  de¬ 
veloped  in  the  health  service  area  of 
such  health  systems  agency.  Section  1532 
(a)  (xf  the  Act  requires  that  in  perform¬ 
ing  its  review  functions  xmder  section 
1513(f)  of  the  Act  or  in  conducting  any 
other  reviews  of  proposed  health  services, 
each  health  systems  agency  shall  follow 
procedures  and  apply  criteria  developed 
and  published  by  the  health  systems 
agency  in  accordance  with  regulations  of 
the  Secretary.  This  subpart  sets  forth 
the  mlnlmxun  procedures  and  criteria  to 
be  utilized  by  health  systems  agencies  in 
conducting  such  reviews  and  the  man¬ 
ner  in  which  such  procedtires  and  cri¬ 
teria  shall  be  developed  and  published. 

§  122.303  General. 

Except  as  provided  in  §  122.307  of  this 
subpart,  each  health  systems  agency 
shall  utilize  review  procedures  and 
criteria  which  meet  the  requiremmts  of 
§  122.306  and  9  122.308,  respectively. 


when  conducting  reviews  of  new  institu¬ 
tional  health  services  and  other  reviews 
of  proposed  health  services.  Ihe  public 
shall  be  given  notice  of  such  review  pro¬ 
cedures  Mid  criteria  in  accordance  with 
the  requirements  of  9  122.305.  In  addi¬ 
tion,  in  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  provi¬ 
sion  of  health  services  to  inpatients,  the 
health  systems  agency  shall  comply  with 
the  requirements  of  §  122.309;  in  the 
case  of  any  proposed  new  institutional 
health  service  proposed  for  a  health 
maintenance  organization,  the  health 
systems  agency  shall  comply  with  the  re¬ 
quirements  of  §  122.310. 

§  122.304  New  institutional  health  serv- 
•iees  subject  to  review. 

(^a)  All  new  institutional  health  serv¬ 
ices  proposed  to  be  offered  or  developed 
within  the  health  service  area  oS  the 
health  S3rstems  agency  shall  be  subject 
to  review  tmder  this  subixart.  For  pur¬ 
poses  of  this  subpart,  “new  Institutional 
health  services”  shall  include; 

(1)  The  ccmstruction,  development, 
or  other  establishment  of  a  new  health 
care  facility  or  health  maintenance 
organization; 

(2)  Any  expenditure  by  or  on  behalf 
of  a  health  care  facility  or  health  main¬ 
tenance  organization  in  excess  of  $150,000 
(or  such  lesser  amount  as  the  State  may 
specify)  which,  imder  generally  accepted 
accounting  principles  consistently  ap¬ 
plied,  is  a  capital  expenditure,  except 
that  this  subpart  shall  not  awxly  to  ex¬ 
penditures  for  (i)  site  acquisitions;  (ii) 
acquisitions  of  existing  health  care  facil¬ 
ities  and  health  maintenance  organiza¬ 
tions;  or  (iii)  expenditures  solely  for  the 
termination  or  reduction  of  beds  or  of  a 
health  service;  unless  included  by  the 
State  in  its  scope  of  coverage.  Where  a 
person  makes  an -acquisition  by  or  on 
behalf  of  a  health  care  facility  or  health 
maintenance  organization  under  lease 
or  comparable  arrangement,  or  through 
donation,  which  would  have  required  re¬ 
view  if  the  acquisition  had  been  by  pur¬ 
chase,  such  acquisition  shall  be  deemed  a 
capital  expenditure  subject  to  review. 

(3)  A  change  in  the  bed  capacity  of  a 
health  care  facility  or  heal^  mainte¬ 
nance  organization  which  Increases  ^e 
total  number  of  beds  (or  distributes  beds 
among  various  categories,  or  relocates 
such  beds  from  one  physical  fsicillty  or 
site  to  another)  by  more  than  forty  beds 
or  more  than  twenty-five  percent  of  total 
bed  capacity  as  defined  by  the  State, 
whichever  is  less,  over  a  two-year  period. 

(4)  Health  services,  except  home 
health  services,  which  are  offered  in  or 
through  a  health  care  facility  or  health 
maintenance  organization  and  which 
were  not  offered  on  a  regular  basis  in  or 
through  such  health  care  facility  or 
health  maintenance  organization  within 
the  twelve  month  period  prior  to  the  time 
such  services  would  be  offered, 

(b)  (1)  Any  expenditure  by  or  on  be¬ 
half  of  a  health  care  facility  or  health 
maintenance  organization  in  excess  of 
$150,000  (or  such  lesser  amount  as  the 
State  may  specify)  made  in  preparation 
for  the  offering  or  development  of  a  new 


institutional  health  service  and  any  ar¬ 
rangement  or  commitment  made  for  fi¬ 
nancing  the  offering  or  development  of 
the  new  institutional  health  service  shall 
be  subject  to  review  under  this  subpart. 
(2)  Nothing  in  this  subpart  shall  pre¬ 
clude  a  health  systems  agency  from  rec¬ 
ommending  that  a  State  Agency  grant  a 
certificate  of  need  which  permits  expen¬ 
ditures  only  for  predevelopment  activi¬ 
ties,  but  does  not  authorize  the  offering 
or  development  of  the  new  institutional 
health  service  with  respect  to  which  such 
predevelopment  activities  are  proposed. 
Expenditures  in  preparation  for  the  of¬ 
fering  of  a  new  institutional  health  serv¬ 
ice  shall  Include  expenditures  for 
architectural  designs,  plans,  working 
drawings,  and  specificaticms.  Such  ex¬ 
penditures  may  also  include  those  for 
site  acquisition  and  preliminary  plans, 
studies,  and  survey,  if  these  are  included 
by  the  State  Agency  in  its  definition  of 
predevelopment  activities. 

§  122.305  Adoption  and  public  notice  of 
review  procedures  and  criteria. 

(a)  Each  health  systems  agency  shall 
adopt  and  review  and  revise  as  neces¬ 
sary,  review  procedures  and  criteria  in 
accordance  with  the  requirwnents  of  this 
subpart  prior  to  its  review  of  new  insti¬ 
tutional  health  services  and  in  accord¬ 
ance  with  its  Desigmation  Agreement. 

(b)  Before  adopting  the  review  pro¬ 
cedures  and  criteria  required  by  this  sub¬ 
part  or  €uiy  revisions  of  such  procedures 
and  criteria,  the  health  systems  agency 
shall  give  Interested  persons  an  oppor¬ 
tunity  to  offer  written  ciMnments  on  the 
procedures  and  criteria,  or  any  revisions 
thereof,  which  It  proposes  to  adopt,  as 
follows: 

(1)  The  health  syst^ns  agency  shall 
distribute  c(^es  of  Its  proposed  review 
procedures  and  criteria,  and  proposed 
revisions  thereof,  to  the  agoicies,  insti¬ 
tutions  and  associaticms  with  whtoh  the 
agency  must  coordinate  its  activities 
pursuant  to  section  1513(d)  of  the  Act 
and  its  designation  agreemmt,  to  units 
of  general  local  govemmoit  within  its 
health  s^wice  area,  to  the  State  Ag^icy 
and  Statewide  Health  Coordinating 
Ckmncil  of  each  State  in  which  all  or 
any  pcut  of  the  agency’s  health  service 
area  is  located,  and  to  health  systems 
agmcies  '  designated  for  contiguous 
health  service  areas,  and  to  any  agency 
which  establishes  rates  for  health  care 
facilities  or  health  maintenance  organi¬ 
zations  in  its  health  service  area. 

(2)  The  health  systems  agency  shall 
publish.  In  one  or  more  newspapers  of 
general  circulation  in  its  health  service 
area,  a  notice  stating  that  review  pro- 
cedimes  and  criteria,  or  revisions  thereof, 
have  beai  proposed  for  adoption  and  are 
avalteble  at  specified  addresses  for  in¬ 
spection  fuxd  coining  by  Interested  per¬ 
sons. 

(3)  A  health  systems  agency  may  re¬ 
quest  from  the  Secretary  an  exception 
to  the  requirement  of  9  122.305(b)(2). 
Such  request  shall  be  in  writing,  shall 
contain  a  detailed  explanation  of  the 
reasons  for  the  request  and  of  the  sub¬ 
stitute  publication  procedures  that  the 
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agency  intwids  to  follow  if  the  exception 
is  approved.  The  Secretary  may  grant 
such  an  exception  if  he  determines  that 
the  proposed  substitute  procedures  are 
less  costly  or  more  effective  and  do  not 
adversely  and  substantially  affect  the 
rights  of  persons  affected  by  the  subject 
reviews. 

(c>  Each  health  systems  agency  shall 
distribute  copies  of  its  adopted  review 
procedures  and  criteria,  and  any  revi¬ 
sions  thereof,  to  the  agencies  and  orga¬ 
nizations  specified  in  paragraph  (b)(l' 
of  this  section  and  to  the  Secretary,  and 
shall  provide  such  copies  to  other  per¬ 
sons  upon  request. 

§  122. .306  Procedures  for  lieallli  systems 
agency  review. 

(a)  The  procedures  adopted  and  uti¬ 
lized  by  a  health  systems  agency  for  con¬ 
ducting  the  reviews  covered  by  this  sub- 
part  shall  include  at  least  the  following ; 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  the  review,  of  the 
period  within  which  a  public  hearing 
dtuing  the  course  of  the  review  may  be 
requested  by  persons  directly  affected  by 
the  review  as  defined  in  paragraph  (a) 
(7)  of  this  section,  and  of  the  manner  in 
which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so  re¬ 
quested.  For  purposes  of  this  subpara¬ 
graph,  “affected  persons”  include,  at  a 
minimum,  the  person  whose  proposal  is 
being  reviewed,  the  State  Agency  for 
each  State  in  which  all  or  any  part  of 
the  agency’s  health  service  area  is  lo¬ 
cated,  health  systems  agencies  serving 
contiguous  health  service  areas,  health 
care  facilities  and  health  maintenance 
organizations  located  in  the  health  serv¬ 
ice  area  which  provide  institutional 
health  services,  any  agency  which  estab¬ 
lishes  rates  for  health  care  facilities  or 
health  maintenance  organizations  in  its 
health  service  area,  and  those  members 
of  the  public  who  are  to  be  served  by  the 
proposed  institutional  health  services. 
For  purposes  of  this  subparagraph,  the 
date  of  “notification”  is  the  date  on 
which  the  notice  is  sent  or  the  date  on 
which  the  notice  appears  in  a  newspaper 
of  general  circu^ticm.  whichever  is  later. 
Written  notification  to  members  of  the 
public  may  be  provided  through  news¬ 
papers  of  general  circulation  in  the  area 
and  public  information  channels;  notifi¬ 
cation  to  all  other  affected  persons  shall 
be  by  mail  (which  may  be  as  part  of  a 
newsletter) . 

(2)  (i)  With  respect  to  reviews  of  pro¬ 
posed  new  institutional  health  services 
pursuant  to  section  1513(f)  oi  the  Act, 
schedules  for  reviews  which  provide  that 
no  such  review  shall  take  longer  than  the 
period  specified  in  accordance  with  42 
CFR  123.407(a)  (2)  by  the  State  Agency 
of  the  State  in  which  the  new  institu¬ 
tional  health  service  is  proposed  to  be 
offered  or  developed,  except  that  in  Uie 
case  of  reviews  under  section  1122  of  the 
Social  Security  Act,  schedules  for  reviews 
shall  be  in  accordance  with  42  CFR  100.- 
106,  which  govern  the  State  Agency’s 


procedures  for  review  under  section  1122 
agre«nents. 

(ii)  With  respect  to  other  reviews  of 
proposed  health  services,  schedules  for 
reviews  which  provide  that  no  review 
shall,  to  the  extent  practicable,  take 
longer  than  90  days  from  the  date  of 
notification  made  in  accordance  with 
paragraph  (a)(1)  of  this  section  to  the 
date  of  the  written  findings  made  in  ac¬ 
cordance  with  imragraph  (a)  (5)  of  this 
section. 

(3)  Provision  for  persons  subject  to  a 
review  to  submit  to  the  health  systems 
agency  in  such  form  and  manner,  and 
containing  such  information,  as  the 
agency  shall  prescribe  and  publish,  such 
information  as  the  agency  may  require 
concerning  the  subject  of  such  review. 
Such  information  requirements  may  vary 
according  to  the  purpose  for  which  a 
particular  review  is  being  conducted  or 
the  type  of  health  service  being  re¬ 
viewed;  Provided,  That  the  health  sys¬ 
tems  agency  may  require  no  information 
of  a  person  subject  to  review  which  is  not 
prescribed  and  published  as  being 
required. 

(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  health  systems  agency 
review  under  this  subpart  respecting  the 
development  of  proposals  subject  to  re¬ 
view. 

(5)  Provision  for  written  findings  (in¬ 
cluding,  as  appropriate,  the  findings  re¬ 
quired  imder  §  122.309  and  S  122.310  of 
this  subpart)  which  state  the  basis  for 
any  final  decision  or  recommendation 
made  by  the  health  systems  agency.  The 
health  systems  agency  may  make  its  rec¬ 
ommendations  conditional  if  the  estab¬ 
lished  State  program  does  not  prohibit 
such  a  piocedure.  Such  findings  shall  be 
sent  to  the  person  proposing  the  new  in¬ 
stitutional  health  service  and  to  the  State 
Agency  for  the  State  in  which  the  new 
institutional  health  service  is  proposed  to 
be  offered  or  developed,  and  shall  be 
available  to  others  upon  request. 

(6)  Notification,  upon  request,  of  pro¬ 
viders  of  health  services  and  other  per¬ 
sons  subject  to  health  systems  agency 
review  under  this  subpart  of  the  status 
of  the  agency  review  of  the  proposals 
subject  to  review,  findings  made  in  the 
cotirse  of  such  review,  and  other  appro¬ 
priate  information  respecting  such  re¬ 
view. 

(7)  Provision  for  public  hearing  in  the 
course  of  agency  review  if  requested  by 
one  or  more  persons  directly  tweeted  by 
the  review.  The  agency  must  provide  for 
a  reasonable  period  frmn  the  date  of 
written  notification  of  the  beginning  of 
a  review  (see  paragraidi  (a)  (1)  of  this 
section)  within  which  a  public  hearing 
during  the  course  of  the  review  may  be 
requested  by  persons  directly  affected  by 
the  review.  The  agency  may  not  impose 
fees  for  such  a  hearing.  For  purposes 
of  this  subparagraph,  “persons  directly 
affected”  by  the  review  include,  at  a  min¬ 
imum,  the  pers(xi  whose  preqx)^  is  being 
reviewed;  members  of  the  ptfi>llc  who  are 
to  be  served  by  the  proposed  new  institu¬ 
tional  health  services;  health  care  facil¬ 


ities  and  health  maintenance  organiza¬ 
tions  located  in  the  health  service  area 
of  the  agency  which  provide  smices  rim- 
ilar  to  the  proposed  services  imder  re¬ 
view;  health  care  facilities  and  health 
maintenance  organizations  which,  prlcu* 
to  receipt  by  the  agency  of  the  proposal 
being  reviewed,  have  formally  indicated 
an  Intention  to  provide  such  similar  serv¬ 
ices  in  the  future,  either  through  the 
filing  of  a  letter  of  intent  or  by  adoption 
of  a  plan:  and  any  agency  which  estab¬ 
lishes  rates  for  health  care  facilities  or 
health  maintenance  organizations  lo¬ 
cated  in  the  health  seiwice  area  in  which 
the  service  is  proposed  to  be  offered  or 
developed.  Where  such  a  hearing  is  re¬ 
quested,  the  agency  shall,  prior  to  such 
hearing,  provide  notice  of  such  hearing, 
in  accordance  with  its  procedure  adopted 
pursuant  to  paragraph  (a)(1)  of  this 
section.  The  procedure  for  a  hearing 
must  provide  an  opportunity  for  any 
person  to  present  testimony. 

(8)  Proiision  that  any  person  may,  for 
good  cause  shown,  request  in  writing  a 
public  hearing  for  purposes  of  recon¬ 
sideration  of  a  health  systons  agency 
decision.  The  agency  may  not  impose  fees 
for  such  a  hearing.  For  purposes  of  this 
subparagraiA,  an  agency  recommenda¬ 
tion  pursuant  to  section  1513(f)  is  not 
a  decision.  A  request  for  a  public  hearing 
shall  be  deemed  by  the  health  syst^ns 
agency  to  have  shown  good  cause  if  it 
(i)  presents  significant  relevant  informa¬ 
tion  not  previously  considered  by  the 
health  systems  agency,  (ii)  demonstrates 
that  there  have  been  significant  changes 
in  factors  or  circumstances  relied  upon 
by  the  health  systems  agency  in  reaching 
its  decision,  (ill)  dononstrates  that  the 
health  systems  agency  has  materially 
failed  to  follow  its  adopted  procedures 
in  reaching  its  decision,  or  (Iv)  provides 
such  other  bases  for  a  public  hearing 
as  the  health  systems  agency  determines 
constitutes  good  cause.  To  be  effective, 
a  request  for  such  a  hearing  shall  be 
received  within  30  days  of  the  health 
syst^ns  agency  decision,  and  the  hearing 
shall  cmnmence  within  30  days  after  the 
receipt  of  the  request;  except  that  where 
any  different  time  periods  for  such  pro¬ 
cedures  are  established  by  State  law  gov¬ 
erning  the  practices  and  procedures  of 
the  health  systems  agency,  the  latter 
shall  govern.  Notification  of  such  a  pub¬ 
lic  hearing  shall  be  sent,  prior  to  the 
date  of  the  heari^,  to  the  person  re¬ 
questing  the  hearing  and  to  the  person 
proposing  the  new  health  service,  and 
shall  be  sent  to  others  upon  request.  The 
health  systems  agency  shall  make  writ¬ 
ten  findings  which  state  the  basis  for  its 
decision  within  45  days  after  the  con¬ 
clusion  of  such  hearing,  except  that 
where  any  different  time  period  is  re¬ 
quired  by  State  law  governing  the  prac¬ 
tices  and  procedures  of  administrative 
agencies,  the  latto:  shall  govern.  A  deci- 
shm  of  the  he^ih  systons  agmey  follow¬ 
ing  a  public  hearing  under  this  subpara- 
grai^  shall  be  considered  a  decision  ot 
the  health  systems  agency  tor  purposes 
subparagraphs  (5),  (6),  and  (9)  of 
this  paragrai^. 
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(9)  Preparation  and  publication,  at 
least  aimually,  oi  reports  by  the  health 
systems  agency  of  the  reviews  being  con¬ 
ducted  (Including  a  statement  concern¬ 
ing  the  status  of  each  such  review)  and 
of  the  reviews  completed  by  the  agency 
since  the  publication  of  the  last  report 
and  a  general  statement  of  the  findings 
and  decisions  made  In  the  course  of  such 
reviews. 

(10)  Access  by  the  general  public  to  all 
applications  reviewed  by  the  health  sys¬ 
tems  agency  and  to  all  other  written  ma¬ 
terials  pertinent  to  any  agency  review. 

(11)  In  the  case  of  construction  proj¬ 
ects,  submission  to  the  health  systems 
agency  by  the  persons  proposing  such 
projects  of  letters  of  intent  in  such  detail 
and  in  such  form  as  may  be  necessary 
to  inform  the  agency  of  the  scope  and 
nature  of  the  projects  at  the  earliest  pos¬ 
sible  OMJortunlty  in  the  course  of  plan¬ 
ning  of  such  construction  projects. 

fb)  Procedures  adopted  for  reviews  in 
accordance  with  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  being  reviewed. 

(c)  The  procedures  shall  provide  that 
the  requirements  of  paragraph  (a)(1) 
of  this  section  shall  be  deemed  satisfied 
if  the  State  Agency,  in  providing  notice 
of  the  beginning  of  the  review  in  accord¬ 
ance  with  42  CFR  123.407(a)(1),  pro¬ 
vides  the  information  described  in  para¬ 
graph  (a)  (1)  of  this  section. 

(d)  The  procedures  may  provide  that 
the  requirements  of  sul^iaragraphs  (3), 
(4) ,  or  (11)  of  paragraph  (a)  of  this  sec¬ 
tion  shall  be  de^ed  satisfied  if  the  State 
Agency  has  provided  for  the  correspond¬ 
ing  procedinre  found  at  42  CFR  123.407 

(a)  (3),  (4), or  (14). 

§  122.307  Exceptions  to  use  of  proce¬ 
dures. 

After  following  the  procedure  set  forth 
in  S  122.305(b) ,  an  agency  may.  with  re¬ 
spect  to  any  type  or  group  of  reviews, 
request  from  the  Secretary  an  exception 
to  Uie  requirement  of  S  122.303  that  it 
utilize  review  procedures  which  meet  the 
requirements  of  §  122.306.  Such  request 
Shan  be  in  writing,  shall  coatain  a  de- 
t^ed  explanation  of  the  reasons  for  the 
request  and  of  the  substitute  review  proj 
cedures  that  the  agency  intends  to  follow 
if  the  exception  is  approved,  and  shall  be 
accompanied  by  copies  of  all  written 
comments  submitted  under  §  122.305(b) 
to  the  agency  with  respect  to  the  re¬ 
quest  for  an  exception.  The  Secretary 
may  grant  such  an  exception  if  he  de¬ 
termines  that  the  proposed  substitute 
procediu^  are  less  costly  or  more  effec¬ 
tive,  are  consistent  with  the  purposes  of 
the  Act,  and  do  not  adversely  and  sub¬ 
stantially  affect  the  rights  of  persons 
affected  by  the  subject  reviews.  The 
health  systems  agency  shall  distribute 
copies  of  substitute  procedures  f^Kxoved 
by  the  Secretary  in  accordance  with  tiie 
requirements  of  S  122.305(c)  oi  this  sub¬ 
part. 


§  122.308  Criteria  for  health  systems 
agency  review. 

(а)  The  health  systems  agency  shall 
adopt,  and  utilize  as  appropriate,  specific 
criteria  for  conducting  the  reviews  cov¬ 
ered  by  this  sul^rt,  which  criteria  shall 
include  at  least  the  following  general 
considerations ; 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applicable 
health  systems  plan  and  aimual  imple¬ 
mentation  plan  adopted  pursuant  to  sec¬ 
tion  1513(b)  (2)  and  (3),  respectively, 
of  the  Act. 

(2)  The  relationship  of  services  re¬ 
viewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  such  services. 

(3)  The  need  that  the  population 
served  or  to  be  served  by  such  services 
has  for  such  services. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  such  services. 

(5)  The  immediate  and  long-term  fi¬ 
nancial  feasibility  of  the  proposal,  as 
well  as  the  probable  impact  of  the  pro¬ 
posal  on  the  costs  of  and  charges  for 
providing  health  services  by  the  person 
proposing  the  new  Institutional  health 
service. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  syst^  of  the  area  in  which 
such  services  are  pr<HX)6ed  to  be  pro¬ 
vided. 

(7)  The  availability  of  resources  (in¬ 
cluding  health  manpower,  manag^nmt 
personnd,  and  fimds  for  capital  and 
operating  needs)  for  the  provision  of  the 
services  proposed  to  be  provided  and  the 
availability  of  alternative  uses  of  such 
resources  for  ttie  provision  of  other 
health  services. 

(8)  The  relatl(m^ip,  including  the  or¬ 
ganizational  relationship,  of  the  health 
services  proposed  to  be  provided  to  ancil¬ 
lary  or  suw>ort  services. 

(9)  The  special  needs  and  circum¬ 
stances  of  th^  entities  which  provide  a 
substantial  portion  of  their  services  or 
resources,  or  both,  to  individuals  not 
residing  in  the  health  service  areas  in 
which  Uie  entities  are  located  or  in  ad¬ 
jacent  health  service  areas.  Such  enti¬ 
ties  may  include  medical  and  other 
health  professions  schoc^,  mifitidisci- 
plinary  clinics  and  specialty  centers. 

(10)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organi¬ 
zations  for  which  assistance  may  be  pro¬ 
vided  under  Title  xm  of  the  Act.  Such 
needs  and  circumstances  include  the 
needs  of  and  costs  to  members  and  pro¬ 
jected  members  of  the  health  mainte¬ 
nance  organization  in  obtaining  health 
services  and  the  potential  for  a  reduc¬ 
tion  in  the  use  of  inpatient  care  in  the 
community  through  an  extension  of 
preventive  health  services  and  the  pro¬ 
vision  of  more  systematic  and  compre¬ 
hensive  health  services.  The  consid^- 
tion  of  a  new  institutional  health  serv¬ 
ice  pnx^ed  by  a  health  maintenance 
organization  shall  also  address  the  avmll- 
al^ty  and  cost  of  obtaining  the  pro¬ 
posed  new  institutional  health  service 


from  the  existing  providers  in  tlie  area 
that  are  not  health  maintenance  organi¬ 
zations.  The  criteria  established  by  the 
health  systems  agency  pursuant  to  this 
subparagraph  shall  be  consistent  with 
standards  and  iwocedures  established  by 
the  Secretary  under  section  1306(c)  of 
the  Act  (see  42  CFR  110.204) . 

(11)  The  special  needs  and  circum¬ 
stances  of  bi(»nedical  and  behavioral  re¬ 
search  projects  which  are  designed  to 
meet  a  national  need  and  for  which  local 
conditions  offw  special  advantages. 

(12)  In  the  case  of  a  construction 
project — 

(i)  the  costg  and  methods  of  the  pro¬ 
posed  construction,  including  the  costs 
and  methods  of  energy  provision,  and 

(ii)  The  probable  impact  of  the  con¬ 
struction  project  reviewed  on  the  costs 
of  providing  health  services  by  the  per¬ 
son  pr(HX)sing  such  construction  project. 

(b)  Criteria  adopted  for  reviews  in  ac¬ 
cordance  with  paragracdi  (a)  of  this  sec¬ 
tion  may  vary  according  to  the  purpose 
for  which  a  particular  review  is  b^ng 
conducted  or  the  type  of  health  service 
reviewed. 

§  122.309  Inpatient  farilitie»:  re<iiiire<l 
finding<i. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  provi¬ 
sion  of  health  services  to  inpatients,  a 
health  systems  agency  shall  not  recom¬ 
mend  that  a  State  grant  a  certificate  of 
need  imder  its  certificate  of  need  pro¬ 
gram,  or  otherwise  make  a  finding  that 
such  proposed  new  institutional  health 
service  is  needed,  unless,  after  consider¬ 
ation  of  the  ai^ropriateness  of  the  use 
of  existing  faclhties  providing  inpatient 
services  similar  to  those  being  proposed, 
the  health  systems  agency  makes  each  of 
the  f (blowing  findings  in  writing: 

(a)  TTiat  superior  alternatives  to  such 
inpatient  services  In  terms  of  cost,  effi¬ 
ciency.  and  appropriateness  do  not  exist 
and  that  the  devd<Hnnent  of  such  alter¬ 
natives  is  not  practicable. 

(b)  That  in  tiie  case  of  new  construc¬ 
tion,  alternatives  to  new  construction 
(e.g.,  modernization  or  sharing  arrange¬ 
ments)  have  been  considered  and  have 
been  implemented  to  the  maximum  ex¬ 
tent  practicable; 

(c)  That  patients  will  experience  se¬ 
rious  problems  in  terms  of  cost,  avail¬ 
ability,  or  accessibility,  or  such  other 
problans  as  may  be  identified  by  the  re¬ 
viewing  agency,  in  obtaining  inpatient 
care  of  the  type  proposed  in  the  absence 
of  the  propos^  new  service. 

(d)  That  In  the  case  of  a  proposal  for 
the  addition  of  beds  for  the  provision  of 
skilled  nursing  or  intermediate  care,  the 
relationship  of  the  addition  to  the  plans 
of  agencies  of  the  State  responsible  for 
providing  and  financing  long-term  care 
(including  home  health  services)  has 
been  considered. 

§  122.310  Health  maintenance  organi¬ 
zations;  required  finding. 

In  the  case  of  any  new  institutional 
health  service  inx^Msed  to  be  provided 
by  or  through  a  health  maintenance  or- 
ganlmtlon,  a  health  systems  agency  shall 
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not  recommend  fbat  a  State  Agency  deny 
a  certificate  of  need  with  itBpeet  to  sudi 
service  (or  otberwise  make  a  finding  mi- 
der  this  sifiipart  that  such  service  la  not 
needed)  in  those  cases  (a)  aiira  the 
State  Agai<^  has  granted  a  certificate 
of  need  which  authorize  the  develop¬ 
ment  of  the  service,  or  expenditures  in 
preparation  for  such  offering  or  develop¬ 
ment  (or  has  otherwise  made  a  finding 
that  such  develomnent  or  expenditiure  is 
needed),  and  (b)  when  the  offering  of 
this  new  institutional  health  service  will 
be  consistent  with  the  basic  Objectives, 
time  schedules,  and  plans  of  the  pre¬ 
viously  approved  applicaticm. 


PART  123— STATE  HEALTH  PLANNING 
AND  DEVELOPMENT  AGENCIES 

2.  Part  123  of  Title  42,  CFR,  is  amended 
by  adding  thereto  a  new  Subpart  E,  to 
read  as  follows: 

Subpart  E — Certificate  of  Need  and  Review  of 
New  Institutional  Health  Services 

^23.401  DeflnitlonB. 

123.402  Purpose  and  applicability. 

123.403  General. 

123.404  News  Institutional  health  services 

subject  to  review. 

123.405  Enforcement. 

123.406  Adoption  and  public  notice  of  re¬ 

view  procedures  and  criteria. 

123.407  Procedure  for  State  Agency  review. 

126.408  Exceptions  to  use  of  procedures. 

123.409  Criteria  for  State  Agency  review. 

123.410  Inpatient  faculties;  required  find¬ 

ings. 

123.411  Health  maintenance  organizations; 

required  finding. 

Authority:  Sec.  215,  58  Stat.  690  (42 
U.S.C.  216):  secs.  1523,  1532  of  the  Public 
Health  Service  Act,  88  Stat.  2246,  2251. 

§  123.401  Definitions. 

In  addition  to  the  terms  defined  in  sub¬ 
part  A  of  this  Part,  as  used  in  this  sub¬ 
part: 

(a)  The  term  “to  develop,”  when  used 
in  connection  with  health  services,  means 
to  undertake  those  activities  which  on 
their  completion  will  result  in  the  offer 
of  a  new  institutional  health  service  or 
the  incurring  of  a  financial  obligation,  as 
defined  under  applicable  State  law,  in 
relation  to  the  offering  of  such  a  seridce. 

(b)  The  term  “health  care  fsicility”  is 
defined  under  section  1531(5)  of  the  Act 
to  have  the  same  meaning  as  such  term 
has  in  regulations  prescribed  imder  sec¬ 
tion  1122  of  the  Social  Security  Act.  Such 
regulations  (42  CFR  §  100.102(e) )  define 
the  term  “health  care  facility”  as  includ¬ 
ing  hospitals,  psychiatric  hospitals,  tu¬ 
berculosis  hospitals,  skilled  nursing  fa¬ 
cilities,  kidney  disease  treatment  centers, 
including  freestanding  hemodialysis 
units,  intermediate  care  facilities,  and 
ambulatory  surgical  facilities,  but  does 
not  include  (Christian  Science  senato- 
riums  operated,  ae  listed  and  certified  by 
the  First  CThurch  of  Christ  Scientist,  Bos¬ 
ton,  Massachusetts.  Such  regulations  also 
provide  that: 

(1)  The  term  “hospital”  means  an  In- 
stituticm  v^ich  is  primarily  engaged  in 
providing  to  inpatioits.  by  or  under  the 
supervision  of  physicians,  diagnostic 


services  and  ttierapeutic  services  for 
medDcal  diagnosis,  treatment,  and  care 
of  injured.  dlsaUed,  or  sick  persons,  or 
rehabilitation  services  for  the  rehabilita¬ 
tion  of  injured,  disabled,  or  sick  persons. 
Such  term  does  not  include  psychiatric 
and  tuberculosis  hospitals. 

(2)  The  trami  “psychiatric  hospital” 
means  an  insUtuticm  which  is  primarily 
engaged  in  providing  to  inpatients,  by 
or  under  the  supervision  of  a  physician, 
psychiatric  services  for  the  diagnosis  and 
treatment  of  mentally  ill  persons. 

(3)  The  term  “tuberculosis  hos¬ 
pital”  means  an  institution  which  is  pri¬ 
marily  engaged  in  providing  to  in¬ 
patients.  by  or  imder  the  supervision  of 
a  physician,  medical  services  for  the 
diagnosis  and  treatment  of  tuberculosis. 

(4)  The  term  “skilled  nursing  faciUty” 
means  an  institution  or  a  distinct  i>art 
of  an  institution  which  is  primarily  en¬ 
gaged  in  providing  to  inpatients  skilled 
nursing  care  and  relat^  services  for 
patients  who  require  medical  or  nursing 
care,  or  I'ehabilitation  services  for  the 
rehabilitation  of  injured,  disabled,  or  sick 
persons. 

(5)  The  term  “intermediate  care  facil¬ 
ity”  means  an  institution  which  pro¬ 
vides,  on  a  regular  basis,  health-related 
care  and  services  to  individuals  who 
do  not  require  the  degree  of  care  and 
treatment  w^hich  a  hospital  or  skilled 
nursing  facility  is  designed  to  provide, 
but  who  because  of  their  mental  or  physi¬ 
cal  condition  require  health  related  care 
and  services  (above  the  level  of  room  and 
board) . 

(6)  The  term  “ambulatory  surgical  fa¬ 
cility”  means  a  facility,  not  a  part  of  a 
hospital,  which  provides  surgical  treat¬ 
ment  to  patients  not  requiring  hospital¬ 
ization.  Such  term  does  not  include  the 
offices  of  private  physicians  or  dentists, 
whether  for  individual  or  grroup  prac¬ 
tice, 

(c)  The  term  “health  maintenance 
organization”  is  defined  under  section 
1531(5)  of  the  Act  to  have  the  same 
meaning  as  such  term  has  in  regula¬ 
tions  prescribed  imder  section  1122  of 
the  Social  Security  Act.  Such  regula¬ 
tions  (42  CFR  9  100.102(f))  define  the 
term  “health  maintenance  organization” 
to  mean  a  public  or  private  orgsmization, 
organized  under  the  laws  of  any  State, 
which: 

(1)  Provides  or  otherwise  makes  avail¬ 
able  to  enrolled  participants  health  care 
services,  including  at  least  the  following 
basic  health  care  services:  Usual  physi¬ 
cian  services,  hospitalization,  laboratory, 
x-ray,  emergency  and  preventive  serv¬ 
ices,  and  out-of-area  coverage; 

(2)  Is  compensated  (except  for  copay¬ 
ments)  for  the  provision  of  the  basic 
health  care  services  listed  in  paragraph 
(c)  (1)  of  this  section  to  enrolled  partici¬ 
pants  on  a  predetermined  periodic  rate 
basis;  and 

(3)  Provides  idiysicians’  services  pri¬ 
marily  (D  directly  through  physicians 
who  are  either  employees  or  partners  of 
such  organizatlmi,  or  (li)  through  ar¬ 
rangements  wltfa  individual  physicians 
or  one  or  more  groups  of  physicians  (or¬ 


ganized  on  a  group  practice  (m*  individual 
practice  basis) . 

(d)  The  term  “health  services”  means 
clinically  related  (l.e.,  diacmostlc,  treat¬ 
ment,  or  rehabilitative)  services,  and  In¬ 
cludes  alcohol,  drug  abuse,  and  mental 
health  services. 

(e)  The  term  “institutional  health 
services”  means  health  services  provided 
in  or  through  health  care  facilities  or 
health  maintaiance  (»-ganlzations  and 
Includes  the  entities  in  or  through  which 
such  services  are  provided. 

(f)  The  term  “to  offer,”  when  used  in 
connection  with  health  services,  means 
that  the  health  care  facility  or  health 
maintenance  organization  holds  itself 
out  as  capable  of  providing,  or  as  having 
the  means  for  the  provision  of,  specified 
health  services. 

(g)  The  term  “person”  means  an  in¬ 
dividual,  a  trust  or  estate,  a  partnership, 
a  corporation  (including  associations, 
joint  stock  cmnpenies,  and  Insmance 
companies)  a  State,  or  a  political  subdi- 
visl<m  or  instrumentality  (including  a 
municipal  corporation)  of  a  State. 

§  123.402  Purpose  and  applicability. 

(a)  (1)  Secti<m  1523(a)(4)(B)  of  the 
Public  Health  Service  Act  requires  each 
State  health  planning  and  development 
agency  to  administer  a  State  certificate 
of  ne^  program  which  sq^lies  to  new 
institutional  health  services  proposed  to 
be  offered  or  develc^ied  within  the  State 
and  which  is  satisfactory  to  the  Secre¬ 
tary.  The  purpose  of  this  subpart  is  to 
set  forth  the  reqviirements  and  standards 
that  a  State  certificate  of  need  program 
must  meet  in  order  for  the  Secretary  to 
find  it  satisfactory.  A  State  certificate  of 
need  program  may  Include  additional 
provisions  not  inconsistent  with  the  re¬ 
quirements  of  this  subpart. 

(2)  Section  1523(a)(6)  of  the  Act 
requires  each  State  Agency,  after  con¬ 
sideration  of  rec(»nmendations  sulxnitted 
by  health  systems  ag^cies  under  sec¬ 
tion  1513(f)  ot  the  Act  and  42  CFR  Part 
122,  Subpart  D,  to  make  findings  as  to 
the  need  for  new  institutional  health 
services  proposed  to  be  offered  within 
the  State.  This  subpart  also  sets  fmih 
the  requirem^ts  and  standards  for  State 
reviews  imder  section  1523(a)  (5) . 

(3)  Section  1532(a)  of  the  Act  requires 
that  in  performing  its  review  functicms 
under  section  1523  of  the  Act  (which  in¬ 
clude  reviews  conducted  pursuant  to  sec¬ 
tion  1523(a)  (4)  (B)  and  (5) ) ,  each  State 
Agency  shall  (except  to  the  extent  ap¬ 
proved  by  the  Secretary)  follow  pro¬ 
cedures  and  apply  fHteria  developed  and 
published  by  the  State  Agency  in  accord¬ 
ance  with  regulations  of  the  Secretary. 
This  subpart  sets  forth  requirements  re¬ 
specting  such  procedures  and  criteria. 

(b)  The  regulations  of  this  subpart  are 
applicable  to  State  certificate  of  need 
programs  under  section  1523(a)  (4)  (B) 
of  the  Act  and,  except  for  9  123.405  (En- 
forcwnent),  to  reviews  for  purposes  of 
making  findings  as  to  the  need  for  new 
institutional  health  services  to  be  offered 
within  a  State  under  section  1523(a)  (5) 
of  tile  Act. 
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§  123.403  Cencral. 

(a)  Each  state  health  plamimg  and 
development  agency  shall  (1)  administer 
within  the  State  a  certificate  of  need 
program  meeting  the  reqxiirements  of 
this  subpart;  Provided,  that  this  require¬ 
ment  shall  not  apply  to  a  State  Agency 
of  a  State  until  the  expiration  of  the 
first  regular  session  of  the  legislature  of 
the  State  which  begins  after  January  4, 
1975;  and 

(2)  Make  findings  as  to  the  need  for 
new  institutional  health  services  pro¬ 
posed  to  be  offered  or  developed  in  the 
State,  in  accordance  with  the  applicable 
requirements  of  this  subpart. 

(b)  The  State  Agency  shall  consider 
recommendations  made  by  health  sys¬ 
tems  agencies  under  section  1513(f)  of 
the  Act  and  in  accordance  with  42  CFR 
Part  122,  Subpart  D,  in  reviewing  any 
proposed  new  institutional  health  service 
under  this  subpart. 

(c)  Except  as  provided  in  §  123.408. 
each  State  Agency  shall  adopt  and  uti¬ 
lize  re^^ew  procedures  and  criteria  which 
meet  the  requirements  of  §  123.407  and 
S  123.409,  respectively,  when  conducting 
reviews  of  new  institutional  health  serv¬ 
ices.  The  public  shall  be  given  notice  of 
such  review  procedures  and  criteria  in 
accordance  with  the  requirements  of 
1  123.406.  In  addition,  iii  the  case  of  any- 
proposed  new  institutional  health  .serv¬ 
ice  for  the  provision  of  health  services  to 
inpatients,  the  State  Agency  shall  com¬ 
ply  with  the  reqxilrements  of  §  123.410;  In 
the  case  of  any  new  institutional  health 
service  pror>osed  for  a  health  mainte¬ 
nance  organization  the  State  Agency 
shall  comply  with  the  requirements  of 
S  123.411. 

§  12.3.404  Nrw  lio.-ihti  - 

ires  subject  to  rcvi«-u. 

(a)  All  new  institutional  health  serv¬ 
ices  proijosed  to  be  offered  or  developed 
within  tile  State  by  any  per.«on  shall  be 
subject  to  review  under  this  subpart.  For 
purposes  of  this  subpart,  “new  institu¬ 
tional  health  services”  shall  include; 

(1)  The  construction,  development,  or 
other  establishment  of  a  new  health 
care  facility  or  health  maintenance 
organizatiixi;' 

(2)  Any  expenditure  by  or  on  behalf  of 
a  health  care  facility  or  healtli  main¬ 
tenance  organization  in  exce.ss  of  $150,- 
000  (or  such  lesser  amount  as  the  State 
may  specify)  which,  under  generally  ac¬ 
cepted  accounting  principles  consistently 
applied,  is  a  capital  expenditure;  except 
that  this  sulHiajt  shall  not  apply  to  ex¬ 
penditures  for  (i)  site  acquisitions;  (ii) 
acquisitions  of  existing  health  care  fa¬ 
cilities  and  health  maintenance  organi¬ 
zations;  or  (iii)  expenditiires  solely  for 
the  termination  or  reduction  of  beds  or 
of  a  health  service;  unless  included  by 
the  State  in  its  scope  of  coverage.  Where 
a  person  makes  an  acqulsitlcxi  by  or  m 
behalf  of  a  health  care  facility  or  health 
maintenance  organization  under  lease  or 
comparable  arrangement,  or  through  do- 
naticm,  which  would  have  required  re¬ 
view  if  the  acquisition  had  been  by  pur¬ 
chase,  such  acquisition  shall  be  deemed  a 
capital  expenditure  subject  to  review. 
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<3)  A  change  in  bed  capacity  of  a 
health  care  facility  or  health  mainte¬ 
nance  organization  which  increases  the 
total  niimber  of  beds  (or  distributes  beds 
among  various  categories,  or  relocates 
such  beds  from  one  physical  facility  or 
site  to  another)  by  more  than  forty  beds 
or  more  than  twenty-five  percent  of  to¬ 
tal  bed  capacity  as  defined  by  the  State, 
whichever  is  less,  over  a  two-year  period. 

(4)  Health  services,  except  home 
health  services,  which  are  offered  in  or 
through  a  health  care  facility  or  health 
maintenance  organization  and  which 
were  not  offered  on  a  regular  basis  in  or 
through  such  health  care  facility  or 
health  maintenance  organization  within 
the  twelve  month  period  prior  to  tlie  time 
such  services  would  be  offered. 

(b)(1)  Any  expenditure  by  or  on  be¬ 
half  of  a  health  care  facility  or  health 
maintenance  organization  in  excess  of 
$150,000  (or  such  lesser  amount  as  the 
State  may  specify)  made  in  preparation 
for  the  offering  or  development  of  a  new 
institutional  health  service  and  any  ar¬ 
rangement  or  commitment  made  for  fi¬ 
nancing  the  offering  or  development  of 
the  new  institutional  health  service  shall 
be  subject  to  review  under  this  subpart. 

(2)  Nothing  in  this  subpart  shall  pre¬ 
clude  a  State  Agency  from  granting  a 
certificate  of  need  which  permits  ex¬ 
penditures  only  for  predevelopment  ac¬ 
tivities,  but  does  not  authorize  the  of¬ 
fering  or  development  of  the  new  insti¬ 
tutional  health  service  with  respect  to 
which  such  predevelopment  activities 
are  proposed.  Expenditures  in  prepara¬ 
tion  for  the  offering  of  a  new  institu¬ 
tional  health  service  shall  Include  ex¬ 
penditures  for  architectural  designs, 
plans,  working  drawings,  and  specifica¬ 
tions.  Such  expenditures  may  also  in¬ 
clude  those  for  site  acquisition  and  pre¬ 
liminary  plans,  studies,  and  surveys,  if 
these  are  included  by  the  State  Agency 
in  its  definition  of  predevelopment  ac¬ 
tivities. 

(c)  Prior  to  its  review  of  new’  institu¬ 
tional  health  services,  each  State  Agency 
shall  disseminate  to  all  health  care  fa¬ 
cilities  and  health  maintenance  organi¬ 
zations  within  the  State,  and  shall  pub¬ 
lish  in  one  or  more  newspapers  of  general 
circulation  in  the  State,  a  description  of 
the  scope  of  coverage  of  its  program  for 
review  of  new  instituti<mal  health  serv¬ 
ices.  Such  description  shall  include,  at  a 
minimum,  the  coverage  required  by  par¬ 
agraphs  (a)  and  (b)  of  this  section. 
Whenever  the  scope  of  such  coverage  is 
revised,  the  State  Agency  shall  dissem¬ 
inate  and  publish  a  revised  description 
thereof. 

§  123.405  Enforremenl. 

(a)  The  State  certificate  of  need  pro¬ 
gram  shall  provide  (1)  that  only  those 
new  institutional  health  services  which 
are  found  by  the  State  Agency  to  be 
needed  shall  be  granted  certificates  of 
need.  (2)  that  only  those  new  institu¬ 
tional  health  services  which  are  granted 
certificates  of  need  shall  be  offered  or 
developed  within  the  State,  (3)  that  no 
expenditures  In  excess  ot  $150,000  (or 
such  lesser  amount  a.<?  the  State  may 
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specify)  In  preparation  for  the  oCering 
or  development  of  a  new  institutional 
health  service  shall  be  made  by  any  per¬ 
son  unless  a  certificate  of  need  for  such 
services  or  expenditures  has  been 
granted;  and  (4)  that  no  arrangement 
or  commitment  for  financing  the  offering 
or  development  of  the  new  institutional 
health  service  shall  be  made  by  any  per¬ 
son,  unless  a  certificate  of  need  for  such 
arrangement  or  commitment  has  been 
granted. 

(b)  The  State  certificate  of  need  pro¬ 
gram  shall  provide  sanctions,  such  as 
the  denial  or  rev(x:atlon  of  a  license  to 
operate,  civil  or  criminal  penalties,  or 
injunctive  relief,  which  the  Secretary 
finds  sufQcient  to  assure  compliance 
with  the  provisions  of  paragraph  (a)  of 
this  section. 

§  123.406  Aduptiun  and  publii*  nuliff  of 
revioH  procf^urca  and  criteria. 

(a)  Each  State  Agency  shall  adopt, 
and  review  and  revise  as  necessary,  re¬ 
view  procedures  and  criteria  in  accord¬ 
ance  with  the  requirements  of  this  sub¬ 
part  prior  to  its  review  of  new  institu¬ 
tional  health  services,  and  in  accordance 
with  its  Designation  Agreement. 

(b)  Before  adopting  the  review  pro¬ 
cedures  and  crit^ia  required  by  this 
.subpart  or  any  revisions  of  such  proce¬ 
dures  and  criteria,  the  State  Agency  shall 
give  interested  persons  an  opportunity  to 
offer  written  comments  on  the  proce- 
dm-es  and  criteria,  or  any  revisions  there¬ 
of.  which  it  proposes  to  adopt,  as  follows . 

(1)  The  State  Agency  shall  distribute 
copies  of  its  proposed  review  procedures 
and  criteria,  and  proposed  revlslon.s 
thereof,  to  Statewide  health  agencies 
and  organizations,  the  Statewide  Health 
Coordinating  Council,  and  each  health 
systems  agency  for  a  health  service  area 
located  in  whole  or  in  part  within  the 
State,  and  any  agency  which  establishes 
rates  for  health  care  facilities  or  health 
maintenance  organizations  in  the  State. 

(2)  The  State  Agency  shall  puMish. 
in  one  or  more  newspapers  of  general 
circulation  in  the  State,  a  notice  stating 
that  review  procedures  and  criteria,  or 
revisions  thereof,  have  been  proposed  for 
adoption  and  are  available  at  specified 
addresses  for  inspection  and  copying  by 
interested  persons, 

(3)  A  health  systems  agency  may  re¬ 
quest  fnxn  the  Secretary  an  exception  to 
the  requirement  of  §  122.305(b)  (2) .  Such 
request  shall  be  in  writing,  shall  contain 
a  detailed  explanation  of  the  rea.sons  for 
the  request  and  of  the  substitute  publi¬ 
cation  procedure  that  the  agency  in¬ 
tends  to  follow  if  the  exception  is  ap¬ 
proved.  The  Secretary  may  grant  such 
an  exception  if  he  determines  that  the 
proposed  substitute  procedures  are  less 
costly  or  more  effective  and  do  not  ad¬ 
versely  and  substanthdly  affect  the 
rights  of  persons  affected  by  the  subject 
reviews. 

(c)  Each  State  Ag^cy  khall  distribute 
(xjpies  of  its  adopted  review  procedures 
and  criteria,  and  any  revisions  thereof, 
to  the  agencies  and  organizations  speci¬ 
fied  in  paragnmh  (b)  (1)  of  this  seotlcm 
and  to  the  Secretary,  and  .shall  provide 
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such  copies  to  other  persons  upon  re¬ 
quest. 

§  123.407  Procedures  for  Slate  Agency 
rovieH'* 

(a)  The  procediires  adopted  and 
utilized  by  a  State  Agency  for  conducting 
the  reviews  covered  by  this  subpart  shall 
include  at  least  the  following; 

(1)  Written  notification  to  affected 
persons  of  the  beginning  of  a  review, 
which  shall  include  notification  of  the 
proposed  schedule  for  the  review,  of  the 
period  within  which  a  public  hearing 
during  the  coiu-se  of  the  review  may  be 
requested  by  persons  directly  affected  by 
the  review  as  defined  in  paragraph  (a) 
(7)  of  this  section,  and  of  the  manner 
in  which  notification  will  be  provided  of 
the  time  and  place  of  any  hearing  so 
requested.  For  purposes  of  this  subpara¬ 
graph,  “affected  persons”  include,  at  a 
minimum,  the  person  whose  proposal  is 
being  reviewed,  the  health  systems 
agency  for  the  health  service  area  in 
which  the  proposed  new  institutional 
health  service  is  to  be  offered  or  devel¬ 
oped,  health  systems  agencies  serving 
contiguous  health  systems  areas,  health 
care  facilities  and  health  maintenance 
organizations  located  in  the  health  serv¬ 
ice  area  which  provide  institutional 
health  services,  any  agency  which  estab¬ 
lishes  rates  for  health  care  facilities  or 
health  maintenance  organizatioiis  in  the 
State,  and  those  members  of  the  public 
who  are  to  be  seiwed  by  the  proposed  new 
institutional  health  services.  For  pur¬ 
poses  of  this  subparagraph,  the  date  of 
“notification”  is  the  date  on  which  the 
notice  is  sent  or  the  date  on  which  the 
notice  appears  in  a  newspaper  of  geneml 
circulation,  whichever  is  later.  Written 
notification  to  members  of  the  public 
may  be  provided  through  newspapers  of 
general  circulation  in  such  area  and  pub¬ 
lic  information  channels;  notification  to 
all  other  affected  persons  shall  be  by  mail 
(which  may  be  as  part  of  a  newsletter) . 

(2)  SdiedTiles  for  reviews  which  pro¬ 
vide  that  no  review  shall,  to  the  ext^t 
practicable,  take  longer  than  90  days 
from  the  date  that  notification  is  sent  to 
all  affected  persons  to  the  date  of  the 
written  findings  made  in  accordance 
with  paragraph  (a)  (5)  of  this  section. 
The  State  Agency  shall  adopt  criteria 
for  determining  when  it  would  not 
be  practicable  to  complete  a  review 
within  90  days.  Where  a  proposed  new 
institutional  health  service  is  to  be 
provided  in  a  health  service  area  for 
which  a  health  systems  agency  has 
been  designated,  such  schedule  shall  set 
forth  the  period  within  which  the  health 
systems  agency  must  complete  its  review 
under  section  1513(f)  of  the  Act  and  42 
C7FR  Part  122,  subpart  D,  and  provide 
its  recommendation  with  respect  to  such 
new  service  to  the  State  Agency:  Pro¬ 
vided.  That  the  period  allotted  by  the 
State  Agency  to  the  health  syst^ns 
agency  for  completion  of  its  review  and 
submission  of  its  recommendations  may 
not  be  less  than  00  days,  except  with  the 
written  consent  of  the  health  systms 
agency. 


(3)  Provision  for  persons  subject  to  a 
review  to  sulxnit  to  the  State  Agency  In 
such  form  and  manner,  and  containing 
such  Information  as  the  State  agency 
shall  prescribe  and  publish,  such  In¬ 
formation  as  the  State  Agency  may  re¬ 
quire  concerning  the  subject  of  such 
review.  Such  information  requirements 
may  vary  according  to  the  purpose  for 
which  a  i>articular  review  is  being  con¬ 
ducted  or  the  type  of  health  service  be¬ 
ing  reviewed;  Provided,  That  the  State 
Agency  may  require  no  information  of  a 
person  subject  to  review  which  is  not 
prescribed  and  published  as  being 
required. 

(4)  Submission  of  periodic  reports  by 
providers  of  health  services  and  other 
persons  subject  to  State  Agency  review 
under  section  1523  (a)  (4)  (B)  and  (a) 
(5)  of  the  Act  respecting  the  devel<«>- 
ment  of  proposals  subject  to  review  tmder 
this  subpart. 

(5)  Provision  for  written  findings  (in¬ 
cluding,  as  appropriate,  the  required 
findings  under  §  123.410  and  §  123.411) 
which  state  the  basis  for  any  final  de¬ 
cision  made  by  the  State  Agency.  The 
State  Agency  may  make  its  final  decision 
conditional  if  the  established  State  pro¬ 
gram  provides  for  such  a  procedure. 
Such  findings  shall  be  sent  to  the  person 
proposing  the  new  institutional  health 
service  and  to  the  health  systems  agency 
for  the  health  service  area  in  which  the 
new  service  is  proposed  to  be  offered  or 
developed,  and  shall  be  available  to 
others  upon  request. 

(6)  Notification,  upon  request,  of  pro¬ 
viders  of  health  services  and  other  per¬ 
sons  subject  to  review  tmder  this  subpart 
of  the  status  of  the  State  Agency  review 
of  new  institutional  health  services  sub¬ 
ject  to  review,  findings  made  in  the 
course  of  such  review,  and  other  appro¬ 
priate  information  respecting  such 
review. 

(7)  Provision  for  a  public  hearing  in 
the  course  of  agency  review  if  requested 
by  one  or  more  persons  directly  affected 
by  the  review.  The  agency  must  provide 
for  a  reasonable  period  from  the  date 
of  written  notification  of  the  beginning 
of  a  review  (see  paragraph  (a)  (1)  of 
this  section)  within  which  a  public  hear¬ 
ing  during  the  course  of  the  review  may 
be  requested  by  persons  directly  affected 
by  the  review.  The  agency  may  not  im¬ 
pose  fees  for  such  a  hearing. 

(i)  For  purposes  of  this  subparagraph, 
“persons  directly  affected”  by  the  review 
include,  at  a  minimum,  the  person  whose 
proposal  is  being  reviewed,  members  of 
the  public  who  are  to  be  served  by  the 
proposed  new  institutional  health  serv¬ 
ices;  health  care  facilities  and  health 
maintenance  organizations  located  in  the 
health  service  area  in  which  the  service 
is  proposed  to  be  offered  or  developed 
which  provide  services  similar  to  the  pro¬ 
posed  services  under  review;  health 
care  facilities  and  health  maintenance 
organizations  which,  prior  to  receipt  by 
the  agency  of  the  proposal  being  re¬ 
viewed.  have  formally  indicated  an  in¬ 
tention  to  provide  such  similar  services 
in  the  future;  and  imy  agency  which  es¬ 


tablishes  rates  for  health  care  facilities 
or  health  maintenance  organizations  lo¬ 
cated  in  the  health  service  area  in  winch 
the  service  is  pressed  to  be  offered  or 
devel(H>ed.  Where  such  a  hearing  is  re¬ 
quested,  the  State  Agency  shall,  prior  to 
such  hearing,  provide  notice  of  such 
hearing,  in  accoidance  with  its  procedure 
adopted  pursuant  to  paragraph  (a)(l> 
of  this  section.  The  procedure  for  the 
hearing  must  provide  an  opportunity  for 
any  person  to  present  testimony. 

(ii)  Although  paragraph  (c)  of  this 
section  provides  that  the  requirement  of 
this  paragraph  is  satisfied  if  the  ap¬ 
propriate  health  systems  agency  has  pro¬ 
vided  for  the  corresponding  procedure 
found  at  42  C)FR  122.306(a)(7),  in  the 
event  that  a  person  qualifying  under  the 
State  Agency  definition  of  “directly  af¬ 
fected”  is  not  provided  an  opportunity 
for  a  public  hearing  by  the  health  sys¬ 
tem  agency,  due  to  a  difference  in  that 
agency’s  definition  of  “directly  affected 
persons”,  the  State  Agency  must  provide 
an  opportunity  for  a  public  hearing. 

(8)  Provision  that  any  person  may,  for 
good  cause  shown,  request  in  writing  a 
public  hearing  for  purposes  of  reconsid¬ 
eration  of  a  State  Agency  decision,  and 
procedures  for  such  a  hearing.  The  agen¬ 
cy  may  not  impose  fees  for  such  a  hear¬ 
ing.  For  purposes  of  this  subparagraph, 
a  request  for  a  public  hearing  shall  be 
deemed  by  the  State  Agency  to  have 
shown  good  cause  if  it  (i)  presents  sig¬ 
nificant,  relevant  information  not  previ¬ 
ously  considered  by  the  State  Agency, 
(ii)  demonstrates  that  there  have  been 
significant  changes  in  factors  or  circum¬ 
stances  relied  upon  by  the  State  Agency 
in  reaching  its  decision,  (lii)  demon¬ 
strates  that  the  State  Agency  has  mate¬ 
rially  failed  to  follow  its  adopted  proce¬ 
dures  in  reaching  its  decision,  or  (iv) 
provides  such  other  bases  for  a  public 
hearing  as  the  State  Agency  determines 
constitutes  good  cause.  Tb  be  effective, 
a  request  for  such  a  hearing  shall  be  re¬ 
ceived  within  30  days  of  the  State 
Agency  decision,  and  the  hearing  shall 
commence  within  30  das^s  of  receipt  of 
the  request,  excQ>t  that  where  any  dif¬ 
ferent  time  periods  for  such  procedures 
are  established  by  State  law  governing 
the  practices  and  procedures  of  adminis¬ 
trative  agencies,  the  latter  shall  govern. 
Notification  of  such  a  public  hearing 
shall  be  sent,  prior  to  the  date  of  the 
hearing,  to  the  person  requesting  the 
hearing,  the  person  proposing  the  new  in¬ 
stitutional  health  service,  and  the  health 
systems  agency  for  the  health  service 
area  in  which  the  new  institutional 
health  service  is  proposed  to  be  offered 
or  developed,  and  shall  be  sent  to  others 
upon  request.  The  State  Agency  shall 
make  written  findings  which  state  the 
basis  for  its  decision  within  45  days  after 
the  conclusion  of  such  hearing,  except 
that  where  any  different  time  period  is 
required  by  State  law  governing  the 
practices  and  procedures  of  administra¬ 
tive  agencies,  the  latter  shall  govern.  A 
decisiim  of  the  State  Agency  following 
a  public  hearing  imder  this  subpara¬ 
graph  shall  be  considered  a  decision  of 
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the  State  Agency  for  purposes  of  sub- 
paragraphs  (5),  (6),  (9).  (10),  (11),  and 
<  12)  of  this  paragraph. 

(9)  Pro>visi(m  that  If  the  State  Ag<aiey 
makes  a  decision  regarding  a  proposed 
new  institutional  health  service  which  is 
inconsistent  with  a  recommendation 
made  with  respect  thereto  by  the  health 
.siv  stems  agency  making  such  recxunmen- 
datiMi  pursuant  to  42  C7PR  122.107(c) 
<14).  the  State  Agency  shall  submit  to 
s’lch  health  systems  agency  a  written, 
detailed  statement  of  the  reasons  for  the 
inconsistency.  Such  decision  (and  the 
record  upon  which  it  was  made)  chall. 
upon  request  of  the  health  systems 
agency,  be  reviewed,  under  an  appeals 
mechanism  consistent  with  State  law 
governing"’  the  practices  and  procedures 
of  adminlstraitive  agencies,  by  an  agency 
of  the  State  (other  than  the  State 
Agency)  designated  by  the  Governor.  To 
be  effective,  the  health  systems  agency’s 
request  must  be  received  within  30  days  . 
of  the  State  Agency  decision,  and  the 
hearing  shall  commence  within  30  dasrs 
of  receipt  of  the  request,  except  that 
where  any  different  time  periods  for 
such  procedures  are  established  by  State 
law  governing  the  practices  and  proce¬ 
dures  of  administrative  agencies,  the  lat¬ 
ter  shall  govern.  Ihe  decision  of  the  re¬ 
viewing  agency  shall  be  made  in  writing 
within  45  days  after  the  conclusion  of 
such  review,  except  that  where  any  dif¬ 
ferent  time  period  is  required  by  State 
law  governing  the  practices  and  proce¬ 
dures  of  administrative  agencies,  the  lat¬ 
ter  shall  govern.  'Ihese  written  findings 
shall  be  sent  to  the  person  proposing  the 
new  institutional  health  service,  to  the 
health  systems  agency  requesting  ihe  re¬ 
view,  and  to  the  State  Agency,  and  shall 
be  made  available  by  the  State  Agency 
to  others  upon  request.  The  decision  of 
the  reviewing  agency  shall  be  considered 
the  final  decision  of  the  State  Agency; 
however,  the  reviewing  agency  may  re¬ 
mand  the  matter  to  the  State  Agency  for 
further  action  or  consldesatlon  if  appli¬ 
cable  State  law  permits  such  remanding. 

(10)  Provision  that  any  decision  of  the 
State  Agency  under  this  subpart  (and  the 
record  upon  which  it  was  made)  shall, 
upon  request  of  the  person  proposing  tiie 
new  institutional  health  service,  be  re¬ 
viewed,  under  an  appeals  melanism 
consistent  with  State  law  governing  the 
practices  and  procedures  of  administra¬ 
tive  agencies,  by  an  agency  of  the  State 
Mother  than  the  State  Agency)  desig¬ 
nated  by  the  Governor.  To  be  effective, 
the  request  of  the  person  proposing  the 
new  institutional  health  service  must  be 
received  within  30  days  of  the  State 
Agency  decision,  and  the  hearing  shall 
commence  within  30  days  of  receipt  of 
the  request,  except  that  where  any  dif¬ 
ferent  time  periods  for  such  procedures 
are  established  by  State'  law  governing 
the  practices  and  procedures  of  admlnls- 
tiative  agencies,  ^e  latter  shall  govern. 
The  decision  of  the  reviewing  agency 
shall  be  made  In  writing  within  45  days 
after  the  conclusion  of  such  review,  ex¬ 
cept  that  where  any  different  time  period 
is  required  by  State  law  governing  the 
practices  and  procedures  of  administra¬ 


tive  agoicieB,  the  latter  shall  0overn. 
These  written  findings  shall  be  sent  to 
the  perscm  proposing  the  new  Institu- 
tkmal  health  service,  the  iqrproprlate 
health  systons  agency,  and  to  the  State 
Agency,  and  Shall  be  made  available  by 
the  State  Agency  to  others  upon  request. 
The  decision  of  the  reviewing  agency 
shall  be  considered  the  final  decision  of 
the  State  Agency;  however,  the  review¬ 
ing  agency  may  remand  the  matter  to 
the  State  Agency  for  further  action  or 
consideration  if  applicable  State  law  per¬ 
mits  siich  rananding. 

(11)  If  a  State  Agency  (or  a  reviewing 
agency,  imder  subparagraph  (a)  (9)  or 

(a)  (10)  of  this  section)  ms^es  a  decision 
regarding  a  proposed  new  institutional 
health  sendee  which  the  State  Agency 
determines  is  not  oonsistent  with  the 
goals  of  the  applicable  health  systems 
plan  (established  under  section  1513(b) 

(2)  of  the  Act)  or  the  priorities  of  the 

.  applicable  annual  impl^entation  plan 
(established  imder  section  1513(b)  (3)  of 
the  Act),  the  State  Agency  (or  the  re¬ 
viewing  agency,  as  appropriate)  riiaU 
submit  to  the  {qjpropriate  Health  Sys¬ 
tems  Agency  a  written,  detailed  state¬ 
ment  of  the  reasons  for  the  inconsist¬ 
ency. 

(12)  Preparation  and  publicatloQ,  at 
least  annually,  of  r^xnrts  by  the  State 
Agency  of  the  reviews  being  cmiducted 
(including  a  statement  concerning  the 
status  of  each  such  review)  and  of  the 
reviews  ccunpleted  by  the  agency  since 
the  publication  of  the  last  report  and  a 
general  statement  of  the  findings  and  de¬ 
cisions  made  in  the  course  of  such  re¬ 
views. 

(13)  Access  by  the  general  public  to 
all  applications  reviewed  by  the  State 
Aerency  and  to  all  other  written  materials 
pertinent  to  any  agoicy  review. 

(14)  In  the  case  of  oonsteuctiem  proj¬ 
ects.  submission  to  the  State  Agency  by 
the  persons  proposing  su(ffi  projects  of 
letters  of  Intent  in  such  detail  as  may 
be  necessary  to  inform  the  agency  of  the 
scope  and  nature  of  the  projects  at  the 
earliest  possible  opportunity  in  the  course 
of  planning  of  such  construction 
in'ojects. 

(15)  Provision  that  if  the  State  Agency 
does  not  make  a  decision  regarding  a 
proposed  new  institutional  health  serv¬ 
ice  within  the  period  of  time  specified 
for  State  Agency  review,  the  proposal 
shall  be  deemed  to  have  been  foimd  not 
to  be  needed. 

(b)  Procedures  adopted  for  reviews  in 
accordance  wi^  paragraph  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  t3rpe  of  health 
service  being  reviewed. 

(c)  The  procedures  may  provide  that 
the  requirements  of  paragraph  (a)  (3), 
(4).  (7).  or  (14)  of  this  section  shaU  be 
deemed  satisfied  If  the  appropriate 
health  systems  agency  has  provided  f(M* 
the  corresponding  procedure  found  at  42 
CTR  122.306(a)  (3).  (4).  (7),  or  (11). 

§  123.408  Exceptions  to  use  of  proee- 
dures. 

After  following  the  procedure  set  f(Hih 
at  S  123.406(b),  a  State  Agency  may. 


with  respect  to  any  type  m*  group  or  re¬ 
views,  request  from  the  Secretary  an 
exception  to  the  requirement  of  S  123.- 
403(c)  that  it  utilize  review  procedures 
which  meet  the  requirements  of  S  123.407. 
Such  request  shall  be  In  writing,  shall 
contain  a  detailed  explanation  of  the 
reasons  for  the  request  and  of  the  sub¬ 
stitute  review  procedures  that  the  agency 
intends  to  follow  if  the  exception  is  ap¬ 
proved,  and  shall  be  acemnpanied  by 
copies  of  all  written  comments  submit¬ 
ted  under  §  123.406(b)  to  the  State 
Agency  with  respect  to  the  request  for 
an  exception.  The  Secretary  may  grant 
such  an  exception  if  he  determines  that 
the  proposed  substitute  procedures  are 
less  costly  or  more  effective,  are  consist¬ 
ent  with  the  purposes  of  the  Act,  and  do 
not  adversely  and  substantially  affect  the 
rights  of  persons  affected  by  the  subject 
reviews.  The  State  Agency  shall  dis¬ 
tribute  copies  of  substitute  procedures 
approved  by  the  Secretary  in  accordance 
with  the  requirements  of  §  123.406(c). 

§  123.409  Criteria  for  Stale  .4geiie>  re¬ 
view. 

( а)  The  State  Agency  shall  adopt,  and 
utilize  as  appropriate,  specific  criteria  for 
conducting  the  reviews  covered  by  this 
subpiart,  which  criteria  shall  include  at 
least  the  following  general  considera¬ 
tions: 

(1)  The  relationship  of  the  health 
services  being  reviewed  to  the  applicable 
health  systems  plan  and  annual  Imple- 
mmtation  plan  adopted  pursuant  to  sec- 
ti<m  1513(b)  (2)  and  (3),  respectively,  of 
the  Act. 

(2)  The  relationship  of  services  re¬ 
viewed  to  the  long-range  development 
plan  (if  any)  of  the  person  providing  or 
proposing  such  services. 

(3)  The  need  that  the  population 
.served  or  to  be  served  by  such  servicef: 
has  for  such  services. 

(4)  The  availability  of  less  costly  or 
more  effective  alternative  methods  of 
providing  such  services. 

(5)  The  immediate  and  long-term  fi¬ 
nancial  feasibility  of  the  prcgx>6al,  as  well 
as  the  probable  Impact  of  the  pr(HX)6al 
on  the  costs  of  and  charges  for  provid¬ 
ing  health  services  by  the  person  piXHXis- 
ing  the  new  institutional  health  service. 

(б)  The  relationship  of  the  services 
proposed  to  be  provided  to  the  existing 
health  care  system  of  the  area  in  which 
such  services  are  proposed  to  be  pro¬ 
vided. 

(7)  The  avaihtoillty  of  resources 
(including  health  manpower,  manage¬ 
ment  personnel,  and  fimds  for  capital 
and  operating  needs)  for  the  provision 
of  the  services  proposed  to  be  provided 
and  the  availability  of  alternative  uses 
of  such  resources  for  the  provision  of 
other  health  services. 

(8)  The  relationship,  including  the 
organlzatUmal  relationship,  of  the 
health  services  proposed  to  be  provided 
Jo  ancillary  or  support  services. 

(9)  Special  nee^  and  circumstances 
of  those  entitles  which  provide  a  sub¬ 
stantial  portlmi  of  their  services  or  re¬ 
sources,  or  both,  to  individuals  not  re¬ 
siding  In  the  health  service  areas  in 
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which  the  entities  are  located  or  In 
adjacent  health  service  areas.  Such  enti¬ 
ties  may  include  medical  and  other 
health  professions  schools,  multidisci¬ 
plinary  clinics  and  specialty  centers. 

(10)  The  special  needs  and  circum¬ 
stances  of  health  maintenance  organiza¬ 
tions  for  which  assistance  may  be  pro¬ 
vided  imder  title  XUl  of  the  Act.  Such 
needs  and  circumstances  include  the 
needs  of  and  costs  to  members  and  pro¬ 
jected  members  of  the  health  mainte¬ 
nance  organization  in  obtaining  health 
services  and  the  potential  for  a  reduction 
in  the  use  of  inpati^t  care  in  the  com- 
mvmity  through  an  extension  of  preven¬ 
tive  health  services  and  the  provision 
of  more  systematic  and  comprehensive 
health  services.  The  consideration  of  a 
new  institutional  health  service  proposed 
by  a  health  maintenance  organization 
shall  also  address  the  availability  and 
cost  of  obtaining  the  pr<HX)sed  new  insti- 
tuticmal  health  service  from  the  exist¬ 
ing  providers  in  the  area  that  are  not 
health  maintenance  organizations.  The 
criteria  established  by  the  State  Agency 
pursuant  to  this  subparagraph  shall  be 
consistent  with  standards  and  proce¬ 
dures  established  by  the  Secretary  under 
section  1306(c)  of  the  Act  (see  42  CFR 
110.204). 

(11)  The  special  needs  and  circum¬ 
stances  of  biomedical  and  behavioral  re¬ 
search  projects  which  are  designed  to 
meet  a  national  need  and  for  which 
local  conditions  offer  special  advantages. 

(12)  In  the  case  of  a  construction 
project — 

(i)  The  costs  and  methods  of  the  pro¬ 
posed  oonstructicMi,  including  the  costs 


and  methods  of  energy  provision,  and 
(il)  The  probable  impact  of  the  con¬ 
struction  project  reviewed  on  the  costs 
of  providing  health  services  by  the  per- 
scm  proposing  such  construction  project. 

(b)  Criteria  adopted  for  reviews  in  ac¬ 
cordance  with  paragrai:^  (a)  of  this 
section  may  vary  according  to  the  pur¬ 
pose  for  which  a  particular  review  is 
being  conducted  or  the  type  of  health 
service  reviewed. 

§  123.110  Iiipalioiit  f;u'i!i!ip>;  r4'(|iiii-ed 
flndin^K. 

In  the  case  of  any  proposed  new  in¬ 
stitutional  health  service  for  the  provi- 
sic«i  of  health  services  to  inpatients,  a 
State  Agency  shall  not  grant  a  certificate 
of  need  under  its  certificate  of  need  pro¬ 
gram,  or  otherwise  make  a  finding  that 
such  proposed  new  institutional  health 
service  is  needed,  unless,  after  considera¬ 
tion  of  the  appropriateness  of  the  use 
of  existing  facilities  providing  inp>atient 
services  similar  to  those  being  proposed, 
the  State  Agency  makes  each  of  the  fol¬ 
lowing  findings  in  writing; 

(a>  That  superior  alternatives  to  such 
inpatient  services  in  terms  of  cost,  effi¬ 
ciency,  and  appropriateness  do  not  exist 
and  that  the  development  of  such  alter¬ 
natives  is  not  practicable. 

(b)  That  in  the  case  of  new  construc¬ 
tion,  alternatives  to  new  constructiOTi 
(e.g.,  modernization  or  sharing  arrange¬ 
ments)  have  been  considered  and  have 
be&a.  implemented  to  the  maximum  ex¬ 
tent  practicable; 

(c)  That  patients  will  experience  seri¬ 
ous  problems  in  terms  of  cost,  availabil¬ 
ity,  or  accessibility,,  or  such  other  prob¬ 


lems  as  may  be  identified  by  the  review¬ 
ing  agency,  in  obtaining  inpatient  care 
of  the  type  proposed  in  the  absence  of 
the  proposed  new  service,  and 

(d)  That  in  the  case  of  a  pr<HX>sal 
for  the  additi<Mi  of  beds  for  the  provision 
of  skilled  nursing  or  intermediate  care 
the  relationship  of  the  addition  to  the 
plans  of  other  agencies  of  the  State  re¬ 
sponsible  for  providing  and  financing 
long-term-  care  (including  home  health 
services)  has  been  cMisidered. 

§  1 2.3.4  I  I  Health  maintenunee  orguiii- 
zulioiis:  required  finding. 

In  the  case  of  any  new-  institutional 
health  service  proposed  to  be  provided 
by  or  through  a  health  maintenance  or¬ 
ganization,  a  State  Agency  shall*  not 
deny  a  certificate  of  need  with  respect 
to  such  service  (or  otherwise  make  a 
finding  imder  this  subpart  that  such 
service  is  not  needed)  in  those  cases  (a> 
when  the  State  Agency  has  granted  a 
certificate  of  need  which  authorized  the 
development  of  the  service,  or  expendi¬ 
tures  in  preparatimi  fm-  such  offering  or 
devel<H>ment  (or  has  otherwise  made  a 
finding  that  such  development  or  ex¬ 
penditure  is  needed),  and  (b)  when  the 
offering  of  this  new  institutional  health 
service  will  be  consistent  with  the  basic 
objectives,  time  schedules,  and  plans  of 
the  previously  approved  application : 
Provided,  That  the  State  Agency  may 
impose  a  limitati<m  on  the  duration  of 
the  certificate  of  need  which  shall  expire 
at  the  end  of  such  time  unless  the  health 
service  is  offered  prior  thereto. 
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